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In the Food and Drug Administration 
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port from the Food and Drug Adminis 
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Bureau of Pi 
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taminated with poisonous substances 
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tection under tl Federal Food, 
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Of 17 drugs and devices seized in . 
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than 4 million pounds of unfit foods  turbing increase in quackery involving 


or of processing and storage practices 
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false and misleading claims for a great 
variety of vitamins, minerals, and other 
food supplements. 


this field 


Unscrupulous ope 

have the 
widespread and expensive form 
medical quackery in the country 
today, Arthur S. Flemming, Secretary 
of Health, Education, Welfare, 
announced November Accord 
to American Medical Association 
estimates, this racket is now c 
10 million American 
a year 


ations in 
most 


become 


ot 


and 
on 18 
ing 
sting 


over $500 million 


Special vitamin and miner: 


ucts, Secretary Flemming poin 
serve a useful purpose 
this kind of 


special reason 


may, Of course, 


the diet 
supplement for 


when requires 
some 
such rdinary 


not 


Certainly, products in 


doses 


He 


results 


are harmful in themselves 


pointed that the 
unknowing 
distort the 
their prod 
results 


out, however, 


can be tragic when 
or unscrupulous promoters 
facts and claim benefits for 
ucts far beyond actual against 
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not im 


a wide variety symptoms 
by 


People with 
serious medical problems may be mis 


which may tact 


a dietary deficiency at all. 
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GILBERT H. JERTBERG Discusses 


THE IMPACT 

OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 
ON THE NATURAL-FOOD PRODUCTS 

OF THE SAN JOAQUIN VALLEY 


The Author — a Federal District Judge, of California — Addressed 
the American Bar Association Meeting at Los Angeles on August 26 


T IS MOST GRATIFYING that the location for this meeting of 

the American Bar Association is the agriculturally rich State 
of California, Our wide range of climate and soil conditions, together 
with the all-important factor of irrigation, have made possible the 
production of some 250 commercial crops in this state. According 
to the 1958 World Almanac, California produces more fruits and 
vegetables than any other state. It is first in grapes, peaches, pears, 
apricots, lemons, avocados, walnuts, figs, olives, almonds, lettuce, 
melons and tomatoes, It ranks second in the production of oranges 
and barley, third in the production of hay and fourth in the production 
of cotton. It also leads in the production of wine, and canned, dried 


and frozen fruits and vegetables. 


The Northern Division of the Southern District of California, 
over which I have the honor to preside, embraces that part of the 
great Central Valley of California, extending northerly over 200 miles 
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from the Tehachapi mountains on the south. The division includes 
the Counties of Inyo, Kern, Kings, Tulare, Fresno, Merced, Madera 
and Mariposa, exclusive of Yosemite National Park. This area is 
commonly called the San Joaquin Valley and is, for the eighth con 


secutive year, the Nation’s leader in agricultural production 


In the San Joaquin Valley, almost rainless weather prevails from 


\pril or May to September or October of each year, and most of the 


days during these summer months are warm to hot and the nights 
are usually warm. Thus nature has provided an ideal climate in which 
to dry and cure in the fields the raisins, figs, peaches and apricots 
which are produced in such abundance in the valley. In the prepa 
ration of raisins, raisin-variety grapes are removed from the vines 
and placed on trays laid out on the ground between the rows of vines 
for drying and curing, where they remain for several weeks. When 
they are removed from the trays they are placed in sweat boxes for 
further curing and are held in the producer’s vineyard until ready 
for delivery to the processor. Figs, peaches and apricots are dried 
and cured in somewhat the same fashion. These practices have beet 
followed since production first commenced. While in the fields these 
products are exposed to rodents, insects and birds. Thus arise some 


of the problems which I will discuss 


[I have been assigned to discuss the subject of the impact of the 
Federal Food, Drug, and Cosmetic Act on the natural-food-production 
problems of the San Joaquin Valley. While I profess no claim to 
special knowledge in this field, I welcome the opportunity, because 
the economy of the valley is almost wholly dependent on the pro 
duction, processing and marketing, in interstate commerce, of our 
natural-food products. The administration and enforcement of the 
Federal Food, Drug, and Cosmetic Act are vital factors which can 


and do affect the over-all welfare of the valley. 


In earlier times in our Nation's history, most food was prepared 
in the homes of America. The housewife, in acquiring food for home 
preparation, relied upon her own judgment in food selection. A worm 
in an apple or an ear of corn brought forth the paring knife, which 
was perhaps the busiest tool in the kitchen. The paring knife has 
about disappeared from the national scene, and its disappearance ts 
symbolic of the great changes in food preparation, handling and 
marketing which have been brought about by increased knowledge, 
technology, science, and rapid transportation and communication. 
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Our way of life has completely changed. Today, most of our food is 


prepared outside the home. The housewife goes to the supermarket, 
which carries in the neighborhood of 5,000 items of food, confections 


and beverages 


Federal Legislation—tts History 


The Food and Drugs Act of 1906 was enacted primarily through 
the efforts of Dr. Harvey Wiley. Its purpose was to prevent adulter 
ating and misbranding of food and drug products rather than t 
prevent contamination at the source or to assure clear and sa itary 
handling and packing. Many reputable food industries regarded D1 
Wiley as a crusader, reformer and fanatic, and visualized the Act as 
the beginning of a campaign of persecution. A feeling of suspicion or 
actual fear existed among the industries which the Act purported to 
regulate. Dr. Wiley resigned his position in 1929 because enforce 
ment of the Act had been made extremely difficult by pressure from 
many sources in and out of government. Not the least of his great 
accomplishments was the increased knowledge and interest of the 
public in pure-food legislation, and the important relationship between 


wholesome food and the Nation’s health. 


In 1938, after five years of study and consideration, the Act was 
amended, and the additional enforcement procedures were provided 
Remarkable changes in food-industry attitude toward the Act have 
taken place since 1906, and particularly since 1938 There has been 
a steady improvement in the quality of food products and drug prepa 
rations. The food industries generally have recognized their responsi 
bilities in this field. Enlightened self-interest has caused many of 
them or their industry associations to employ food technologists and 
plant sanitarians to assist in attaining the goals that are identical to 


the objective of the pure food and drug Act 


The dedicated men in the Food and Drug Administration, upon 
whom rests the responsibility of administering the Act, have fur 
nished leadership in devising new methods and techniques for improving 
the preparation, storage and handling of these natural food products 
and have worked closely with the food industries in a spirit of 


cooperation, helpfulness and understanding. 


I will confine my remarks to a discussion of only two provisions 
of the Food, Drug, and Cosmetic Act. They are in Section 342(a) (3) 
and (4) of Title 21, USCA. 
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Section 342(a)(3) provides:that “a: food shall be deemed to be 
adulterated . . . if it consists in whole or in part of any filthy, putrid 
or decomposed substance, or if it is otherwise unfit for food.” 

It is to be noted that this section specifies as “adulterated” not 
only food that is in whole or in part filthy, putrid or decompose: 
but also if it is “otherwise unfit for food.” It should also be no 
that the Act makes no provision for tolerances for adulteration 
food products. 

This provision of the Act has presented many perplexing prob 
lems of enforcement and interpretation not only to the Food and Drug 
\dministration, processors and packers, but also to the courts 

It is stated in U. S. v. 449 Cases Containing . Tomato Past 
CCH Foop Druc Cosmetic Law Reports { 7287, 212 F. (2d) 567, that 
the courts have uniformly held that the government need not prove 
unfitness for food other than filth or decomposition—in other words, 
that the government need not prove that the food seized is unfit for 
for rd, but need only prove the presence of filth or decomposition Chis 
statement, however, is vigorously challenged by the dissent, in that 
case, of Judge Frank, who stated 


I think the full history of 21 U. S. C. 342(a)(3) teaches 


confiscation of food containing mold (namely: decomposed material) 


the presence of the mold makes the confiscated article “unfit for food 


It is my view that the interpretation that food is obnoxious to the 
Act if it contains in whole or in part filthy, putrid or decomposed 
substances, but is not otherwise unfit for food, has caused the Food 
and Drug Administration and the courts, in many instances, to 
recognize a tolerance for adulteration in food products and to apply 
common-sense standards of tolerance in instances where there is no 
danger to the health of the consuming public. 

I will not take the time to cite the decisions in which a tolerance 
has been recognized, but my research discloses that there are many 
such cases both in the district courts and in the circuits. The reason 
ing implicit in these decisions is fairly well summed up in this extract 
from an article in 67 Harvard Law Review 644, wherein it is stated 


Indeed, if the section were interpreted literally, almost ever) 
facturer in the country could be prosecuted, since the statute bans 


contaminated “in whule or in part.” This undesirable result 


that the section should not receive so expansive a reading, I: 
cases judicial common sense has led to recognition that tl 
minimal amount of filth may be insufficient for condemnat 

558 Cases of Ilona Tomatoes [CCH Foop Druc Cosmetic Law 
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contested product contamed an -“inhnite Simal at 
} ' } 


h which could not be eliminated even under 


‘ 
oncluded that the tomatoes were not adulterated 
at some filtl And in a criminal 
Congress could 
criminal t D f a negligible amount of filth 
able even itl I | Cal These decisions, recognizing 
tamination ital and de minimis, seem analogous 
Section 2(; [21 USC Sec. 342(a)(1)] of 
n l pol ich ; shown to be potentially dangerous Ithoug! 
the present tion hz : yroader scope than section 4$02(a)(1) [2] US( 
Sec. 342(a) _ ing or than consumer alth, a similar pragmati 
exception sho ld < pi ur should be sultic ently flexible | 
the public interest may not Iwavs be served through the 


| contaminated products 


My research reveals that in instances in which “working” or 


“unannounced” tolerances have been recognized by the Food and 


Drug Administration, courts have generally held that adulteration in 


excess of such tolerances renders the food product obnoxious to the 
\ct. The problem of standards of tolerance is a most difficult one 
If a fixed tolerance should be established by law, the consumer reac 
tion to the particular food product involved might be extremely 
adverse, even though the permitted contamination might be de minimis 
and inconsequential, and nowise injurious to the public health 
Furthermore, the constant aim of food industries should be toward 
the goal of a product which is not “adulterated.” Fixed standards 
of tolerance might discourage the further seeking of improved methods 
ind techniques which science and research would find to be feasibl 
In addition, standards which are reasonable today may be obsolet« 


and outmoded tomorrow 


The foregoing discussion points up the necessity for close and 
harmonious cooperation between the enforcement agency and the 
food industry to the end that wholesome food products, nowise 
inimical to the public health will not be destroyed or a wholesome 
food product driven from the market because of undue overzealous 
ness on the part of those charged with the enforcement of the Act o1 
lack of understanding of the requirements of the Act on the part of 
the reputable processors or packers who are endeavoring in good faith 
to furnish to the consumer a good, clean, wholesome food product 
which meets the requirements of the law [ hold no brief for the 


processor o1 packet who seeks to do otherwise 


\nother problem is presented by Section 342(a)(4) which pro 
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tood shall be deemed to be adulterated if it has been prepared, packed 
held under insanitary conditions whereby it may have become contaminated wit 
filth or whereby it may have been rendered injurious to healt! 


Specific Problem 


The discussion under this section relates only to the food produ ts 
which are sun-dried and cured in the fields and held by the producer 
for later delivery to the processor or packer, and which products have 
been exposed to contamination in the manner above stated. Is the 
processed product obnoxious to the Act even though the processed 
product meets the requirements of the Act, because “it has been pre 
pared, packed or held under insanitary conditions whereby it may 
have become contaminated with filth”? I have found no decisions on 
this exact problem. I have found several decisions, which apply 
Section 342(a)(4) to manufacturers and processors, where the alleged 
insanitary conditions existed in the plants or factories. An 
discussion of this section appears in U. S. v. 1,500 Cases, More or Le 
1f Tomato Paste, CCH Foop DruGc Cosmetic LAw Reports § 7: 
236 F. (2d) 208. I raise this problem because of the provisions con 
tained in Section 331 of the Act. This section is under Subchapter 3 
under the heading “Prohibited Acts and Penalties.”” The section reads 

The following acts and the causing thereo 


(a) The introduction or delivery for introduction into intet 
! 


any food, drug, device or cosmetic that is adulterated 
[Italics supplied. | 

Most of the food products under discussion move into interstate 
commerce, and the average producer is well aware of that fact. I raise 
this question for discussion. I do not purport to supply the answer 
The discussion, however, in my opinion would not be entirely academic 
This problem, however, may sometime in the future require states 
manship of the highest order and the employment of close and under 
standing cooperation. 

I had intended to discuss briefly the report of the Citizens 
Advisory Committee on the Food and Drug Administration, made to 
the Secretary of Health, Education, and Welfare in June, 1955 (House 
Document 2227). Because of the limitation of time, however, I will 
only recommend it as containing pertinent and interesting discussions 
of many of the problems relating to the Food, Drug, and Cosmetic Act. 

In closing, I wish to express my personal appreciation for the 
honor and privilege of addressing this section of the American Bar 


Association. [The End] 





A Look at Rule-Making 


By JOHN L. HARVEY 


The Author, Addressing the 1958 Meeting of the Food, Drug and 
Cosmetic Law Division, American Bar Association, at Los Angeles 
on August 26, Dealt with a Vital Administrative Function, of 
Which He Says ‘‘There Ils No End, and Perhaps There Can Be No End” 


AW IS THE RULE which prescribes the conduct of man. Adminis 
trative law is that which vests rule-making and adjudicatory 
powers in the executive branch of the government \dministrative 
law is a creature of modern times. It is something that had to be 
developed. In our modern, complex life the ingenuity of alert busi 
nessmen in harnessing the wonders and marvels of scientific discovery 
and research has created giant forces which operate throughout our 
land, and which must be subject to control from a central government 
These forces may be, and often are, antagonistic among themselves and 
to each other. They tend to produce conflicts between private enter 
prise and public welfare. Some authority must be exercised to produce 


and maintain a balance between public and private interests 
Fair treatment of consumers, called “honesty and fair dealing 

is one of the keystones in the federal food law Good will and en 
lightened self-interest play a very large part, but do not insure that 
all businesses will always be fair to each other or, indeed, will always 
be fair to consumers. Ways must be found so that private venture 
may have maximum opportunities to be successful. It must be pos 
sible for private enterprise to support the population by paying fait 
wages for gainful employment, and industry must have something left 
over, for industry must expand and it must pay for research, for fringe 
benefits to its employees and for many, many other things that our 


“abundant life” considers a part of living. 
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\dministrative law must cope with all these problems. It must 
strike suitable balances so that no one, or no segment of our civiliza 
tion, takes an undue advantage over another. All of this means that 
of rule-making there is no end, and perhaps there can be no end 
Rules must change as situations change, and government must be ever 
alert to adjust to new developments. Adaptability, specificity, and 
capacity for speedy adjustment to changing needs and requirements 
are among the distinguishing hallmarks of rule-making under adminis 
trative law. It is precisely these needs that make the process a neces 
sary part of our system of regulation. Scientific discovery and its 
application to our needs and demands are dynamic, moving and ever 
expanding developments, and it is to this situation that rule-making 
must adjust if it is to serve its purpose. 


How Rule-Making Differs from Legislation 


It is my intention, here, to deal more particularly with rule-mak 
ing as it should be, and is, carried on in the administration of the 
Federal Food, Drug, and Cosmetic Act. Such rule-making is much 
more different from legislation than it is like it. It is not, in my view, 
legislation at all. The Congress does not, truly, delegate the legisla 
tive function or power. It does impose a duty upon the agencies to 
administer the law. Rule-making in and by the agencies is not the 
making of law, but is the administration of law. Rules promulgated 
are within the framework and the avowed purpose expressed and 
implicit in the acts of Congress. The rules are interpretative and 


implementary within the boundaries set by the legislative body. 


Since the process has been developed as a distinct branch of law 
for the clear purpose of filling a needed gap in the scope of conve: 


; 


tional law and equity, we can conclude that it is intended to do that 





RULE-MAKING 


It 


law 


which older processes cannot do effectively or cannot do at all 
follows that, to fulfill this role, rule-making under administrative 


must be swift, sure and expert. It must custom tailor the law to fit 


specialized situations. It must be forward-looking in design and 


prospective in effect. Most of all, it must be solidly grounded in all 
of the relevant and pertinent facts so that the results truly reflect the 
fair evaluation of the whole problem and just as truly strike a balance 
which renders to all parties concerned a workable rule under which 


all may live and none suffer unduly 


Current Rule-Making Involves Important Subjects 


Much of the rule-making now being evolved in the Food and 
Drug Administration has to do with the use of chemicals—or sub 
stances, if you prefer—which have grave potentialities for harm 
Plainly, sound rules are a public-health necessity. These additives 
have great potentiality for good as well as for evil. We are establish 
ing tolerances for these chemicals in food in an effort to restrict their 
usage to levels that will be safe in man’s diet over his entire life span 
We are issuing rules which transfer important drugs from prescrip 
tion use only to over-the-counter sale; we are certifying coal-tar colors 
as harmless for unrestricted use in a great variety of foods, drugs and 
cosmetics. We are providing standards and descriptive monographs 
for important antibiotics to insure both their safety and efficacy when 
used. This is all tied up with, and made necessary by, our way of life 


; 


This way of life is one of abundance of things—an abundance and 


almost infinite variety of foods to eat, and that are ready to eat with 


little or no preparation, an abundance of drugs to cure and alleviate 


our ills and to prolong our lives. Let us not overlook a bewildering 
} 


abundance of cosmetics to soften some of the harsher facts of life and 
to make the living of it more pleasant. We have progressed to a stage 
where we must have these things and we must have them ready-mack 
Individually, we do not know how to make them or, indeed, how to use 
them safely. We have to depend on industry to make them for us 
and to make them so that they accomplish their intended purpose 
Ready-made food is not acceptable if it will mold or sour, or otherwise 


spoil. It must not become lumpy or grainy, or separate into its com 


1 
; 


ponents or get rancid. Drugs must not lose their potency or fail to 


produce the results promised 


Many of these new “food” substances have weird and wonderful 
names. The list of ingredients becomes something for facetious 


writers of newspaper columns to poke fun at, for earnest homemakers 
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to ponder over, and for zealous lawmakers to scoff at. But the addi 


tives are there, and they must be there if we are to have what we 
want when we want it, in the way we want it. The dining table is too 
far from the garden, in miles, in days and months, and in miracles of 
processing. As one young housewife put it: “What can you do with 


a raw fish, anyway: 


Highly Technical Nature of Matters 


All of these things, and the using of them for the intended put 


poses, are not just slightly technical—they are highly technical. Ord 


nary people know nothing about them. One group of experts knows 
what the additives will do in processing the products they are used in 
Other experts are needed to forecast what their fate and effect will be 
in the man or other animal that consumes them. These experts do not 
always know, but they can find out. How do they decide whether 
an additive will be safe for consumers to eat when it is used as 

component of the diet? Is it by “scientific procedures’? What are 
these “scientific procedures”? Principally, the experts feed the sub 
stances to animals under controlled conditions and see what happens 
to the animals. Then they apply an expert judgment in fairly evaluat 
ing the results of these experiments and studies on lower animals to 


appraise the likelihood of what will happen if man should eat the test 
material. 

So, in brief, the fundamentals of rule-making in this area of safety 
of things swallowed or applied to the body consist of precise, cor 
trolled biological testing, and judgment evaluation of the results 
terms of safety to man. Decisions of this sort must be made es 
sentially by experts qualified by scientific training and experience t 
evaluate biological data, and to apply the data in terms of safety t 
man. Who else can make such decisions? It seems to me that this 
means that, largely, the scientists, the experts—not as individuals 
necessarily, but in that not-too-ephemeral thing called a consensus of 
expert opinion—are the final judges of what will be safe and what will 
not be safe. We, in large measure, as lawyers and administrators are 
bound to accept their fair evaluations and their judgment decisions 
Certainly, it is true that such decisions must be tested for caprice and 
arbitrariness. Such decisions must be reasonable by scientific stand 
ards, but it is the scientist who must guide us. All the facts they have 
must be available for us to look at and try to understand. We cannot 


have them live in ivory towers and hand down their decisions ex 





cathedra But we cannot 


is not unless they tell us 


How Uncertainties Grow 


f us from hard ex 
brethren the 

why they di 
answers by exp 

deeper into uncertait 


ts simply do 


Ooss-@xam 


dispense 


illy from 


understanding 


OvVeTSla 


result whatever 


at we must have 


What ‘Open Door”’ Policy Means 
We, in the Food 


door” policy What we 


and Drug Administratio1 


mean by this is that 


find out what ts likel 


\ 
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come in and state to us what he knows and thinks—and why—about 
any matter about which he, and we, are concerned, and he will receive 
respectful attention. Moreover, he can get from us the best comment 
and reply that we can give him. This applies to any subject matter 
without formalities or procedure, with the few exceptions where we are 
on trial, or about to be, and the United States attorney is our lawyer 
or where the matter is sub judice and one of us must make a judgment 


on the record 


In dealing with the rule-making which the Congress has assigned 
to the Secretary of Health, Education, and Welfare, under the Food 
Drug, and Cosmetic Act, and which the Secretary has delegated to 
the Commissioner of Food and Drugs, there has been a recognition of 
the advantages of informally reaching agreement on the facts and the 
rule, in so far as may be possible. I refer to the Hale Amendment, as 
amended, to the Food, Drug, and Cosmetic Act, which provides that 
hearing may be dispensed with if, after informally dealing with a pro 
posal to effect understandings among all interested parties, after due 
public notice, there is no actual controversy on the proposal. This 
amendment further provides, in effect, that where proposals cannot be 
fully resolved by informal discussion and exchange of views between 
interested parties and the government, the necessary hearings shall be 
limited strictly to those issues and matters that remain in controversy 
or dispute. This is a direct mandate to do what can be done to elimi 
nate controversy and narrow issues. In many instances these informal 
procedures provided for by the Hale Amendment have been signifi 


cantly effective in accomplishing the objective sought 


Free Discussion of Rule-Making Problems Invited 


The greatest possible latitude for free discussion of the scientific 
problems involved in our rule-making exists. Scientists from the uni 
versities, research centers, commercial laboratories and laboratories of 
industry can sit down with our scientists in the Food and Drug Ad 
ministration and talk things over, and often talk them out to an agreed 
conclusion. In such an atmosphere of give and take, among their 
peers, scientists do bloom and flower, and they do share views and 
reconcile differences. Most of all, they do come to understand each 
other and do tend to arrive at uniformity of views and judgment on the 
facts. As I have indicated earlier, in many of these questions the 
judgment of the scientific experts must prevail. This should be, as 
nearly as can be, the consensus of experts in the particular field. | 


truly think that the greatest possible use of the completely informal 
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prehearing discussions, involved in the across-the-desk and around 
the-table exchange among our scientists and others qualified, no mat 
ter who pays their salaries, will lead to the best results with the 


minimum of protracted hearings and appellate litigation 


| am not consigning the lawyer to sit in the corridor and wait, but 
| think we, as lawyers, will gain more for our clients and the publi 
welfare if we do much listening, while the scientists seek a solution to 
these highly technical problems through the type of informal exchange 
of information and views they have grown accustomed to in their 


everyday affairs [The End] 


FOODS—PRICE DISCRIMINATION, BROKERAGE FEES, 
FALSE ADVERTISING, MISREPRESENTATION 


Canned fruits and vegetables . . . A canni: 


ninating among its customers in prices Cc! 
| 
i Vere 


iy and through broke 


same officers and directors 


tables It is alleged 


nlucts exclusively to several large 
” + 9 
ncipally to wholesale an 
affiliated company is allegedly granted tav 


13. 1958 


Food products . . . A primary broker of 
od products is prohibited from favoring certain 
allowances in leu ot brokerage or price concession 


Released November 3, 1958.) 


Shrimp . . . A company is charged with making approximately 60 


per cent of its sales of shrimp directly to certain favored buyers wit! 
itilizing the services of its brokers and, on these direct sales, 
allowances which approximated and were in lieu 

October 8; released October 27, 1958.) 

Margarine . . . A food distributor is charged with falsely 
senting its margarine as a dairy product by the u advertisements 
h cheese, milk, eggs, and butter under 
ing “Fresh, Healthy & Delicious Dairy Products.” (Released 
15, 1958.) ; 


which list the product wit 


Bread . . . A baking company agrees to stop claiming 
bread is a low-calorie tood or that consuming it : art of the diet will 
cause loss, or prevent gain, of weight. (Released ctober 28 1958.) 
Another firm also agrees not to represent that its bread or any 
substantially similar bread product is a low-calorie food. (Released 
October 6, 1958.)—CCH Trapt Recutation Reports § 27,490: 27,537 
27,515; 27,517; 27,549; 27,485 





By H. J. ANSLINGER 


Report of Progress in Drafting} 


a Proposed Codification of 





ES United Nations Commission on Narcotic Drugs, at its fourtl] 
session, held in the spring of 1949, undertook the task of drawin; 
up a new “single convention” which would simplify and impr 
existing international instruments (then eight in number) on nar 
drugs and which would contain provisions for the limitation of 
production of raw materials. At its seventh session, in 1952, it wa 
urged upon the commission that the new convention should not neces 
sarily be restricted in scope to a re-enactment of provisions contained 
In existing conventions and protocols, but should, in addition t 
tending the control to cover the opium poppy, poppy straw, the 

bush and the Indian hemp plant, incorporate such innovatior 
changed conditions might now warrant, and also anticipate to 


extent possible future developments in the field of narcotic drugs 


\ number of tentative drafts of provisions suggested for 
sion in the proposed single convention were considered by the c 
mission at its subsequent sessions, in the light of comments there 
submitted by several governments, and with due regard to the pro 
visions of the later (1953) protocol designed to limit the production 


of opium to the world’s medical and scientific needs 


\s was expected, a great deal of controversy developed with re 
spect to many of the tentative draft provisions submitted to control 
the narcotic traffic from production of the narcotic drug plant or of the 
synthetic narcotic drug to the consumption of the narcotic drug 


(natural or synthetic) for medical or scientific use only. Some of these 
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the “Single Convention,”’ 


the Multilateral Treaty Law on Narcotic Drugs 





In this Paper from the August ABA Meeting at Los Angeles, the United 
States Commissioner of Narcotics and Representative on the UN Commis- 
sion on Narcotic Drugs Reviews Important Features of Principles Adopted 
by the Commission for a Third Complete Draft of the Proposed Convention 


provisions were rejected; many were extensively rewritten and adopted 
ns were added, in eacl 


the commission 


Results of Commission's Thirteenth Session 


session of the commuissio1 nclude 

was thus given to the 

proposed single convel 

iat and transmitted to 
the | | states members of the spe 
which will be invited to transmit their comments 
not later than October 1, 1959. Th 


to prepare and communicate to these states and agencie 


secretarial 


cember 31, 1959, a compilation of the comments received 
a plenipotet liary conference is to be convened for the adoptior 
single convention on narcotic drugs to replace the existing mul 
treaties in the field 

lt fair to state that a number of governments, including some 


of those represented on the commission, have already indicated strong 
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opposition to several of the principles to be included in the third 
complete draft of the proposed single convention, and may be expected 
to oppose these same principles when they are offered for considera 
tion by the plenipotentiary conference. For instance, representatives 
of six states which are members of the commission and observers of 
four other states attending the thirteenth session of the commission 
officially recorded objections or reservations with respect to 
provisions (that is, principles) of the draft convention in so 
they relate to poppy straw and to the production of cannabis. On 
behalf of our own country, objections have been or will be recorded t 
certain other provisions of the draft convention. 

The draft of the proposed convention now being prepared by the 
secretariat, pursuant to the principles adopted by the commission, will 
necessarily be broad in scope. However, a discussion of some of thi 


important principles may be of interest. 


Scheduling of ‘‘Drugs”’ 


“Drugs” are to be listed in four schedules for purposes of appli 
cation of, or exemption from, control measures. Schedule I will list 
all drugs now under treaty control, such as opium, morphine, pethi 
dine (Demerol), diacetylmorphine, etc., excepting drugs listed in Sched 
ule Il; Schedule II will list all drugs subject to a less-severe regime 
under existing treaties, such as codeine ; Schedule III will list the prep 
arations exempted from international control, such as preparations 
containing not more than 0.2 per cent of morphine; and Schedule I\ 
will list those drugs in Schedule I which would be subject to a regime 


of prohibition (except with respect to scientific use), such as diacety] 


morphine. The acceptance of this plan and, of course, the formulation 
of the several lists are matters for consideration by the plenipotentiary 
conference. 

Provision is made for a drug to be added to Schedules I and II 
because it is, or may be, liable to similar abuse and productive of 
similar ill effects as the substances so listed. Changes in the scope of 
control by an amendment to any of the schedules may be made by the 
commission, after consultation with the World Health Organization 
and such a decision is not subject to review by the Economic and 
Social Council. Our government has objected to the finality of such 
decisions and has recommended a procedure for both reconsideration 


and appellate review. 
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Provision will be made for two international control organs: (1) 
the International Narcotics Commission, constituted and operating as 


a functional éommission of the council, with duties similar to those of 


the present Commission on Narcotic Drugs and (2) the International 


Narcotics Control Board, with duties similar to those of the present 
Permanent Central Board and the Drug Supervisory Body in admin 
istering the estimate system and the system of statistical returns. The 
new board will also be given the duty of instituting certain remedial 
measures if it shall find that excessive quantities of drugs are a¢ 
cumulating in any country or that there is a danger of that country 


becoming a center of illicit traffic. 


Provision for Annual Estimates and for Statistical Returns 


Parties will be required to furnish to the board annual estimates 
of their narcotic-drug requirements, as well as statistical returns, 
somewhat the same manner as is presently required under existing 
conventions. These estimates will include, in the case of a producing 
country, the areas (in hectares) to be cultivated for the production of 
drugs, and the approximate quantities of drugs to be produced there 
from. Subject to the provisions of the single convention, the parties 
will be obligated to limit exclusively to medical and scientific purposes 
the production, manufacture, export, import, distribution, trade in, and 
use and possession of the drugs covered by the convention 


The new convention, in conformity with the provisions of the 
1953 protocol, will also limit the production of opium through a sys 
tem of licensing cultivators of the opium poppy and quantitative re 
strictions on stocks of opium and poppy straw. A somewhat similar 
system will be provided for regulating cultivation of the coca bush, 
with due allowance for the use of decocainized extract of coca as a 
flavoring agent. With regard to cannabis, the principle was adopted 
to prohibit the production and use of cannabis or cannabis resin 
extracts or tinctures, except for bona-fide scientific purposes, or for 
use in certain systems of medicine (Ayur-Vedic, Unani and Tibbi) 


that continue to use the drug as a medicine. 


Licensing and Prescription-Form Requirements 
The principle of licensing manufacturers of, and wholesale 
traders in, narcotic drugs, as embodied in the Geneva Convention of 


1925, will also be continued in effect under the new convention. There 
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is an additional requirement that medical prescriptions for the supply 


or dispensation to individuals of drugs listed in Schedule | 


written on official forms to be issued as counterfoil books by the co 


petent governmental authorities or by authorized professiona 
sociations. Although a system of government-issued narcotic prescri 
blanks has been adopted by the States of Califort 
government has registered objection to this mandat 

in the new convention which would be applicable 


states of the United States 


The regulation of importations and exportati 

pursuant to import and export authorizations is ce: 
n in conformity with the provisions « 
Convention, and these provisions hav: 

our government in so far as they are appli 

However, a tentative special provisi 

nclusio1 1! the new conve lO! Col 

drugs in first-aid kits of railway trai 

international traffic Our governmet! 

premature, pending the results of technical studies 1 

the World Health Organization and agreement 

of definite and complete measures to safeguard 


in so far as concerns carriage of the drugs in first 


Punishable Offenses 


‘he new convention proposes that the 
ry that tl 


is an offense any one of a listed series of 

visions of” the convention, including certai 
provides for the blanket inclusion of “serious 
narcotic laws as extraditable crimes. These p1 
convention of 1936, which the United States did 
prospective part of the new convention, they woul 


subject to the constitutional limitations of the parties 


\n article of the new convention will direct that 


special attention to the provisior of facilities for the 


ment, care and rehabilitation of drug addicts and that 


if they have a serious problem of drt 
resources permit they shall use their best endeavy 


the compulsory treatment of drug addicts in closed institutior 


It is provided that the new convention shall come into force up 
| 


} 
its acceptance by at least 25 states, including three of a stated list 


t 
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of manufacturing states and three of a stated list of producing states 
Other provisions—such as those for the termination of previous inter 
national narcotic treaties, methods of amendment and the matter « 
reservations—will be » subject of considerable discussion when the 
rovernments is studied by a ple 


‘ 
~ 


draft text with the comments of 


potentiary conterel 


Possibilities of Revision, Rejection, Modification 
that this summary is not comprehensiv: 
lraft of principles for a 
1€ commission and whi 
mitted first 
together wit Lc ation of such commer 
conterence cor ned for the purpose of adopti 


narcotic drugs. Effort has been made, however 


of what are considered the more important f 
principles. It is understood, of course, that 
of a single convention on narcotics the plenipe 


revise, reject or modify some or all of the principles contained 


draft submitted, in the light of comments thereon as made by in 


terested governments [The End] 


DRUG-RESEARCH CENTER OPENED 
IN WASHINGTON, D. C. 


\ new reseal enter tor ] study of 
treatment of mental illness was officially opened o1 vember 
} lizabetl "s H spital, \ ashington, LD ft The ro} I perated j 
by St. Elizabeth's and the United States Publi alt! rvice’s Nat 
Institute of Mental Healt! Both institutions 


Health, lucation, and Welfare 


being ! 1 tl Willi 
mmodate the needed researci 
a comprehensive, screntinc¢ issessn 
o. int 


izs, and their effects on m 
reatment of mental disorder. Dr 
is a pharmacologist, of 
tormer chairman of 
the University of Birmingham 
Fel a director of the National ly 
rie has long been a need for a 
| to work in conjunction with the NIH Clini 
aryland He noted that St Elizabeth’ 
anding hospitals—with a patient populat 


w miles from the clinical cente1 





A. R. MILLER Discusses 


Exemptions 


Under the Federal Meat-Inspection Law 


Practical Reasons for Exempting Farmers and Retail Dealers and Butchers 
from Inspection Provisions of the Federal Law Were Outlined by the 
Director of the Meat Inspection Division, United States Department of 
Agriculture, in His Speech Before the Recent ABA Meeting at Los Angeles 


HE EXEMPTIONS under the federal meat-inspection law that 

I will discuss today bear no relation to jurisdictional limitations 
inherent in federal legislation. Neither are these exemptions of the 
kind that refer to products that are classed administratively as not 
being subject to the law. The exemptions that I will discuss are not 
exemptions from the application of the law, but only from the inspex 
tion requirements of the law Farmers, retail dealers and retail 
butchers are exempt from the inspection provisions of the federal meat 


inspection law. 


These exemptions are contained in the law for very practical 
reasons. They permit an inspection organization of manageable pro 
portions. They avoid the utter impracticality of furnishing inspectors 


to supervise farm and retail transactions. 


Many examples might be cited to show the futility of attempting 
to bring official inspection supervision to farm and retail businesses 
One that is usually used is the City of Bristol, where the Virginia 
Tennessee state line runs down the center of the main street. The 
exemption provisions of the federal meat-inspection law save it from 
becoming a mockery in Bristol and in many other locations throughout 


the United States. 


However, exemption from the inspection does not permit the 
farmer, retail dealer or retail butcher to move interstate any meat that 
is unfit, adulterated or misbranded. It merely means that the meat is 
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exempted from the requirement that it bear the mark of federal inspe« 
tion when moved interstate. In fact, the law provides a penalty in this 
language 
if any person shall sell or offer for sale or transportation tor inter 

ign commerce any meat or meat food products wl are diseased, 
unhealthful, unwholesome, or otherwise unfit for human food knowing that sucl 
meat food products are intended for human consumption, he shall be guilty 
a misdemeanor and on conviction thereof shall be punished by a fine not exceed 
ing $1000.00 or by imprisonment for a period of not exceeding one year, or by 
both such fine and imprisonment 

With the aid of this provision, a limited amount of policing and 
an occasional court action serve as effective controls for the interstate 
movement of meat under the exemption provisions of the law. Never 
theless, there is an additional safeguard available in the law which 


reads: 


Agriculture is authorized to maintain the mspect 
any slaughtering, meat canning, salting, packing, renderir 


} 1 


r establishment notwithstanding this exception (from the inspection) 


rsons O rating the same may be retail butchers, retail dealers 


where tl rriculture shall establish such inspec 


twithstanding this exceptior 


Historical Background 


Che first attempt at federal meat-inspection legislation was the 
I ! > 
meat-inspection law of 1891. This law was completely superseded by 
the Act of 1906, and we usually consider that our meat-inspection 
program as it is presently constituted dates from 1906. For the put 
pose of this discussion, however, the law of 1891 is of interest because 
it contained the first farmer-exemption provision. This read 
visions of this Act al o construed as 
swine slaughtered by any farmer upon his farm 
me State or territory or the District of 
ry or the District of Columbia 
There couldn't be a more complete exemption. There was 


requirement for wholesomeness and no provision for inspection as an 


alternative to an unworkable exemption arrangement. This reference 


is of significance principally as it indicates an early recognition of 
inclusion of exemption provisions in a meat-inspection law 


There was no retail-dealer or retail-butcher exemption provision 
in the law of 1891 [he omissions probably caused no real program 
embarrassment in those days, since the law of 1891 had more serious 
fundamental shortcomings as a meat-inspection law. 

21 USC Secs. 71-91, 96: 21 USC (Supp 
III) Sec. 71 
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When Congress got down to the real, serious business of enacting 

an adequate meat-inspection law in 1906, the hearings added up to a1 
extensive and complete record. In planning an effective meat-inspe 
tion program, recognition was given to the importance of appropriate 
exemption provisions. Statements of Congressmen and witnesses 
indicate the concern at the hearings that realistic exemptions from thé 
inspection be given so that an effective, manageable inspection pro 
gram might be organized and, further, that the exemptions be sur 
rounded with adequate controls to prohibit the marketing 
meat. Some discussions during the hearings are interesting 
connection: 

Chairman [referring to the original law of 

xr the farmer to sell diseased meat. 

Wilson. I think it opens wide the door 


gressman Adams. You cannot enforce inspection upot 
country it is absolutely physically impossible t 


comes from the farm. It would take a million inspectors t 


\nother witness, in referring to the proposed law of 1906, pointed 


up the portance of the exemptions in the law. He had this to say 


Mr. Crumpacket if this bill becomes lav 
vill have to appoint an inspector tor every one ot 
ing establishments because every carcass would have to be ins] 
ment official and labeled or tagged “Inspected and Passed.” 
more than 15 or 20 minutes work a day to be done in ea 


if the government paid the expense of that service it would | normous 


calculate the amount it would cost and my estimate would be abou 5.000 add 
tional inspectors at an annual expense of $20,000,000 


I do not believe the Secretary of Agricultur 
enough to raise that amount of money and the result w 
be limited inspection and our little country butchers 
slaughter calves and pigs and send them dressed over 
chants on Water Street in Chicago. It would drive that 


the country out of that business 


It would concentrate the business of handling calves 
trade into the hands of the large packers 


} 


It would concentrate that business which 


enormous in the aggregate in the hands of the beef trust 
Another witness offered this suggestion: 


Why not exempt all retail butchers who were doing business on 
State lines for the purpose of delivering in retail quantities their output 
there are thousands of them all over the United States and the cost of it will 
higher than the inspection of every packing house in the United States if 


law compels it to be done. 


Now I say exempt that class of business. We provide that the Secretary of 
Agriculture shall be authorized when he thinks it necessary to secure healthful, 
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for human food whatever 


necessity in his judgment exists 


In reporting out the bill on June 14, 1906 

on Agriculture made the following comment « 
exempts the farmer 
rs selling direct to consumers from the provisio1 

shmet ll persons exempted ror sé lin 

and further provides that 


inspection whenever 


retail de: I _and butchers 


That is the law as it stands today 
\s the administrative problems multiplied in applving the ex 
| t rr". ns 


} 


emption provisions of the law of 1906, it became increasingly difficult to 
decide just who was and who was not entitled to the exemption. It 
was surprising to find how hard it is to decide who is a farmer. This 
is especially true when you consider the livestock slaughtering bus! 
ness. Is a livestock slaughterer a farmer just because he has a farm 


Just how much of a farmer must he be? 


Che same problem had to be decided concerning retail dealers and 
retail butchers. What does constitute a retail transaction 
a retailer even though he also does some wholesal 


much meat constitutes a retail transaction 


The amendment of 1938 to the meat-inspe: 
necessary to define more exactly the coverage of the exempti 
law The amendment gives some guidelines in deciding who 
“farmer” under the law. It defines a “farmer” as any person chiefly 
in producing agricultural products on whose farm the number 


of cattle, calves, sheep, lambs, swine or goats is 


size of the farm or with the volume or character of the ag 
j 


products produced thereon. To give further meaning to this defini 
tion, the amendment specifies several kinds of activities that disqualify 
a person from being classified as a farmer under the law; for example 
a person is not classed as a farmer if he actively engages, directly or 
indirectly, in conducting a business which includes the slaughter of 


cattle, calves, sheep, lambs, swine or goats for food purposes 


The retail butcher and retail dealer also are defined in the amend 
ment. The retail nature of such a business is emphasized. The sales 
made by such persons must be confined to consumers only with very 


limited exceptions specified in the amendment. 


The wording of the amendment of 1938 represents the accumu 


lated experience of years of administering the exemption provisions 
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of the law as it was passed in 1906. Under the provisions of the amend 


ment, an effective and orderly exemption program has been developed 


Control 


Section 25.1 * of the meat-inspection regulations is headed “Inter 


state or Foreign Transportation Prohibited Without ( 
That section provides: 
No carrier shall transport or receive for transportati 


territory or the District of Columbia to another State F 
wholly or in part from cattle, sheep, swine or goats unless and until 


is made and furnished by the shipper to him in one ot the torms 
therefor in this part 

Section 25.11* of the same regulations prescribes the form of 
certification that is required to be used in connection with shipments 
of exempted farmer products. The form includes provisions for 
information as the carrier, shipper and shipping points. The certifying 
statement reads: 


I [meaning the shipper] hereby certify that the folk 


spected meat or meat food products are from animals slaughtered 


on the farm and are offered for transportation in interstate or forei 
as exempted from inspection according to the Meat Inspection Act 
1907, as amended, and that at this date they are sound, healthful, who 
fit for human food and contain no preservative or coloring matter 
stance prohibited by the Federal meat inspection regulations 


It is also required that the farmer products themselves be clearly 


marked with the name and address of the farmer on whose farm the 


animals were slaughtered 


The retail butcher and retail dealer are handled somewhat 
ently. Unless the “retail butcher” or “retail dealer” is licensed ; 
under the meat-inspection regulations, he cannot qualify to execu 
the certificate which is required to accompany interstate shipments 
made by him of uninspected meat. The required certificate, in addition 
to providing such information as the identity of the carrier, the ship 
per, and the point of shipments, calls for the license number of the 
retail butcher or the retail dealer. The required declaration reads 

I hereby certify that I am a retail butcher or a retail deale: 
following described meat or meat food products are offered for 
under a license issued to me by the United States Department of 
that . . they are sound, healthful, wholesome, and fit for humar 
contain no substance prohibited by the Federal meat inspectior 

In order for a retail butcher or a retail dealer to obtair 
that will enable him to operate under the exemption provisions of the 
law, he must execute an application that declares his eligibility. In 


29 CFR, Ch. I, Subch. A, Sec. 23.1 9 CFR, Ch. I, Subch. A, Sec. 25.11 
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addition to his meeting the requirements that justify classifying him 
as a retailer, his plant and operations must meet sanitary requirements 
\lso, he is put on notice that, upon receipt of the license, his status 
as a retailer must not change and he must conform with the meat-in 


spection regulations that prohibit adulteration and misbranding 


The retailer is issued an exemption license only if his business 
can be shown to come clearly within the retail category and after a 
survey reveals that his premises conform with the sanitary require 
ments The regulations provide that the meat-inspection program 


director is authorized to withdraw the exemption license if it is found 


that a retail status shifts to that of a wholesaler, or if the sanitation 
and other requirements are not met 


Whether an applicant for an exemption license might be classed 
PI | g 


as a retailer depends on interpreting the key words contained in the 
statute: “Zo consumers only,” as applied to sales made by the applicant 
in the course of his business. In this connection, Ex parte Mechiman,* 
decided in 1934 by the Court of Criminal Appeals of Texas, provides a 
useful guide in interpreting the word “consumer Che court held 
that case that the word “consumer” in a statute requirin; 
and wholesale fish dealers selling to consumers to pay a li 
must be taken in the sense in which it is understood in common 
language, since it was not defined in the statute. The act in question 
defined a “retail fish dealer” as “any person engaging in the business 
of buying for the purpose of selling either fresh or frozen edible 
aquatic products to the consumer.” The court said 

nothing in the definition 

perating under a retail dealer’ 

cafés; they being comprehend 

rily understood 
» of meat to a caterer or a hospital is regarded as a retail 


action, with the caterer or hospital recognized as a consumer 


\ person who is both a wholesaler and a retailer does not qualify 


as a retailer entitled to an exemption license. Shipments to a com 


missary or a supply warehouse of a railroad have been classed as not 
being retail transactions. A shipment to a retail store is not a ship 
ment to a consumer. A retail store chain itself is not entitled to an 
exemption license ; however, the individual retail stores might qualify 
\ holder of an exemption license may employ salesmen, but the prod 


uct must be shipped to the consumer and not to a salesman 


‘75 S. W. (2d) 689 
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The provision of the law that the Secretary of Agriculture is 
authorized to maintain the inspection in any establishment, notwith 
standing the exemptions provided in the law for retail butchers and 
retail dealers, is applied in this way: When a holder of an exemption 
license ships adulterated or misbranded meat under an exemption cer 
tificate, his exemption license is revoked. Such a person is then in 
the same position as all other persons that are not exempted from the 
inspection provisions of the law. He must use inspected meat to sup 
ply his customers in interstate commerce. He either purchases 
inspected meat for his purpose or qualifies for a grant of federal meat 


inspection at his meat-producing establishment 


In this connection, a case decided January 23, 1958, by the | 
States Court of Appeals for the Ninth Circuit is significant 
though the defendant in this case was not involved in the cancel] 
of an exemption license. Such a license had never been issued 
was a Case involving a chain of grocery stores in which the defendant 
was charged with unlawful transportation from California to Nevada 
of a quantity of meat-food products which had not been inspected and 


marked “inspected and passed” as required by law. 


The defendant, in moving to dismiss, contended: (1) The indict 
ment did not state facts sufficient to constitute an offense against the 
United States in that “it affirmatively appears on its face that defend 
ant comes within the exception to the statute upon which the alleged 
offense is based, exempting retail dealers in meat and meat products 
supplying their customers” and (2) the indictment did not sufficiently 
inform the defendant of the nature and cause of the accusation in that 
“it failed to specifically allege that defendant does not come within 


the statutory exception exempting retail dealers.” 


In deciding the case in favor of the United States, the court cited 
U. S. v. Mendelsohn, 32 F. Supp. 622, and McKelvay v. U. S., 260 U. S 
353. The court stated that the indictment as drawn fully advises the 
defendant of the offense charged in every respect and that, if the 
defendant comes within the exception or exemption, these are matters 


for it to set up and establish as a defense. 


Periodic surveys and investigations are conducted to assure that 


the exemption licensing system is operated in a way that gives full 


effect to the provisions of the statute. Every effort is made to ad 
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minister the exemption provisions of the meat-inspection law so that 
rights of farmers, retail dealers and retail 


they will protect the 
to guard against the 


butchers At the same 


misuse of these provisions in order to assure the full measure « 
pection requirements of 


tection for the consumer provided by the ins] 
[The End] 


~ 


time, it 18S necessary 
f pro 


the law. 


* SURGEON GENERAL REPORTS ON '58 POLIO SEASON * 


held on October 20, HEW 


At a news conterence 
> Flemming released the following 
“Dr. Burney, Surgeon General 


completed for me an analysis 


that 
mad 


ime there was no 


-. | here were 1815 cases ot paralytic 


of 1958, 238 more than in the same perio: 


tact 1 
of paralytic cases—416 out 


s that in the 6 States that were most 
of 781 were 


“Of these 416 children four out of ever) 
*Throughe the country less than hall 
had 3 injections, and almost one-third have ! 
is a situation that should be co just as 

“An estimated 72.4 million Americans h: now receive 


more injections of the vaccine Among them ar 5 million 
had three or more injections; and 


lhis is a substantial achievement 


about 18 milli with 


injections 
t of the population under 40 h; 


that 53 percent « 
injections and over a third have had no vaccine at al 
“As far as I can ascertain, the failure to mak: 


progress in the direction of 100 percent participatior 
program is attributable almost certainly to indifferen 
dificult to comprehend when one considers wha 
ference on the part of parents of children under five 


to understand 
‘I have asked whether or not this failu 
to insurmountable financial 


at this need not be the cas« 


progress is due 
assured tl 
“We are needlessly risking the health ar 
the most preciou 


ad } 


of our children and young people- 
or any other nation pessesses 

; 
I hope that all concerned will note the situation 


they will take appropriate individual and group actior 








Protecting the Consumer 


The Legal Adviser to Canada's Department of National Health 
and Welfare Reviews His Agency's Efforts to Carry Out Its Re- 
sponsibilities to Safeguard the Public, While Taking Care That 
No Unnecessary Complication, Restriction, Hardship or Cost Be 
Imposed. He Addressed ABA's Meeting at Los Angeles August 26 


VER 4,000 YEARS AGO, an Egyptian philosopher said: 


Would that I had words that are unknown, utterances and sayings in new 


languages, that hath not yet passed away, and without that which hath bee: 


said repeatedly—not an utterance that hath grown stale 

If the complaint of the Egyptian had validity over 4,000 years ago 
that all things have been said, how much more valid is it today, and 
particularly in a field where the outstanding authorities in this country 
have on many occasions spoken on all possible phases of food, drugs, 
cosmetics and devices. Despite the fact that all things have been said 
and by persons much better qualified, I have still endeavored to select 
an aspect of a topic which will be discussed from an angle which | am 
not sure has been used by us on other occasions. I refer to the 


problem of protecting the consumer 


The Canadian law, as many of you will be aware, is criminal law 
and, as such, is a federal responsibility. It has for its cornerstone 


the prevention of fraud and injury to health. 


This purpose is deeply entrenched in all of the sections which 
respectively relate to food, drugs and devices but, as regards cos 
metics, the protection is limited to the prevention of injury to health 
Section 24, which authorizes the making of regulations, reiterates this 
principle in authorizing regulations to prevent the consumer or pur 
chaser from being deceived or misled as to quantity, character, value 
composition, merit or safety or to prevent injury to the health of the 


consumer or purchaser. 
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By R. E. CURRAN, Q. C. 


7 
i 





A 


The Canadian act 
to this purpose 


ind the voluminous regulations made under it 
are dedicated Our administrators, in carrying out 


their assigned responsibilities, must, therefore, have regard to the pro 


tection of the health and purse of the public. One of the difthculties 
the consumer should be 


face is in knowing how protected 


which we 
what extent his wishes should be account in legislat 


\ further difficulty, « 


taken into 


and to 
f course, is in knowing 


ing for his protection 


what his wishes may be 
all of 


We have enacted elaborate standards for foods and drugs 
which are directed to the purpose that the consumer should not be 
deceived or misled, nor should his health suffer through the purchase 


or use of food, drugs, cosmetics or devices 


Assessing Public's Needs 


If the consumers were banded together into a trade union with a 


duly appointed bargaining agent, then, indeed, the task of the adminis 
trator would be simplified. He would have someone with whom he 
could discuss the needs of the consumer in relation to the purpose of 
the legislation. Unfortunately, or perhaps fortunately, there is no 
the traditional sense nor is there any single 


of consumers in 
1 the interests of and for 


union 
bargaining agent with whom we can consult i1 
f the consuming public. It is, of course, trite to say 


the protection o 
that this is unnecessary because the legislation is self-evident and self 
While the purpose is clear, how can we tell that what 


tec 


explanatory 
we seek to do under its authority is not only required for the pr: 
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tion of the consuming public, but—in line with established democrati 


principles—is in accordance with its wishes. 


Here, perhaps, there is a logical separation between health and 
fraud. Obviously, the protection from health hazards—and particu 
larly those which are not self-evident—imposes a higher duty than is 
generally the case where discernible fraud may be involved and the 


old maxim of caveat emptor can still have some validity. 


It is, I think, to be generally accepted that within the framework 
of the statute there is no obligation to treat the consumer as an 
imbecile or backward child to be wholly protected from his own folh 
There must lie a point beyond which the administration has no moral 
or legal responsibility and from which the consumer must be given 
some freedom of action to be cautious or reckless, stupid, extravagant 
or improvident. It is in the determination of this point that there 
exists the great difficulty of legislating in what is virtually a vacuum 
the vacuum, of course, being the absence of indication of what the publi« 


really wants. 


[ would not wish, of course, to minimize in any way the efforts 
made by our administrators to assess public opinion and, where pos 
sible, to mold it by informed publicity. Many are the devices that 
have been attempted. Short, however, of competing with industry in 
public relations, the difficulties in reaching through the incohesive 
mass of the public to informed thinking are manifest. I would not 
for a second advocate that a government agency should, in a demo 
cratic country, seek to engage competitively with industry in attempt 
ing to deglamorize or to “factualize,’ if 1 can use such a word, 
commercial advertising which has become virtually the backbone of 
trade. In the field of food and drugs, however, seldom do election ot 


political areas develop which can be taken to the public on a sharply 


of 


divided issue in order to determine public support. In the absence 
some glaring stupidity on the part of the administration, it would be 
most unlikely that its efforts would ever be aired in the public forum 
The administration, however, in seeking to protect the public never 
theless runs the risk of ridicule if it is overly paternal or of the charge 


of neglect if some particular action is not taken. 


The problem which I raise is a problem which is present not only 
with the administration but with industry at its manufacturing and 
distributing levels. While there is need to work out harmoniously 
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adequate safeguards to protect the public against injury and fraud, 
care must be taken that unnecessary complication, restriction, hard 
ship or cost should not be imposed. In other words, under our form 
of free economy there must exist the greatest latitude for enterprise 
and freedom of action consistent with public protection. There should 
be the minimum of governmental interference with the manufacture 
and distribution of the goods to which the law relates. With this 
there can be no quarrel, and each manufacturer in seeking to find a 
market for his product will urge that he is making an honest product 
which is in great demand and that he is entitled to sell it by whatever 
means he can invent short of fraud. Similarly, the distributor will 
urge that no unnecessary inconvenience be imposed on his activities 
The difficulty, however, will generally lie in determining what is fraud, 
either direct or implied; what is deception and whether there is an 
area of deception ; or what is euphemistically called “puffery,” in which 


the administration should not interfere 


Various Methods Employed to Determine 
Consumer Attitudes 


In Canada we have attempted many ways of assessing publi 


feeling. We deal extensively with the Canadian Association of Con 
sumers, which represent a broad cross-section of the purchasing public 
We invite their support as well as their criticism Every effort is 
made to deal with national associations or organized trade groups 
We sponsor an informational service which has extensive coverage 
Short, however, of weekly fireside chats by radio or television or of 
an aggressive entry into the field of competitive advertising, there 


does not seem to be any wav in which we can be sure that our efforts 


on behalf of the Canadian public are always understood, appreciated 


or even desired 


Against this problem which I have attempted to describe, I should 
like to review briefly the administration’s efforts in carrying out its 
responsibilities in protecting the public. It may be convenient to do 
this in relation to specific areas or subjects which are either con 


trolled by regulation or by some administrative interpretation 


The first of these involves the making of standards for foods, 
drugs, cosmetics or devices. The purpose of making a standard is not 
only to insure that the consumer will get a square deal in his purchase 
of a product but that honesty and fair dealing between manufacturers 
will be developed in the interest of the consumer. It is to insure that 
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the article, whatever it may be, will contain required ingredients of a 
specific kind or quality and in an amount which represents an honest 


content, 


Food Standards Cited as Illustration 


I think that perhaps food standards lend themselves best to 
illustration of the point which I am discussing. In a few sentences, 
I would like to review our procedure and purpose in establishing 
standards. We have a large number of standards, but few that can 
not be regarded as necessary in the interests of consumer protection 
Before a new standard is made, however, there must be some demonstrated 
need for it. The administration has regard to the traditional make-up 
of the food and, in the light of the best scientific knowledge and good 
manufacturing practices, establishes what it considers to be a standard 
to carry out the purpose of consumer protection. The standard is 
invariably submitted to the trade for consideration and comments. 
The views which are often expressed are carefuily examined in the 
light of the subject matter and the interest of the consuming public. 
A decision is then recommended which, if adopted, is embodied in the 
form of a law which is binding upon all concerned. I| think few would 
quarrel with the necessity for standards and the beneficial result which 
they provide in guaranteeing that a product will not contain injurious 
or harmful substances and that it will represent honest dealing to all 
concerned. These involve matters which the customer could not 
possibly decide for himself. This is an area in which it is perhaps not 
important to ascertain consumer wishes because the administration, 
with the assistance which it gets, is probably in a better position than 


the consumer to decide what is right. 


Another area of consumer protection involves the use of additives 


to foods. Whether an article is the subject of a standard or not, it is 


important that the consumer be protected with respect to the addition 


or inclusion of some chemical substance which is designed to give it 
longer shelf life, to make it taste or look better, or otherwise to enhance 
the article from the manufacturer's point of view . This is a difficult 


area, as I am sure all of you will agree. 


Our administration has felt that certain criteria should be estab 
lished in order to determine what is good consumer protection in the 
use of additives. In establishing our criteria, we have had regard to 
the food industry and the consuming public and not to the expansion 
of the chemical trade. In the light of experience, there are four 





PROTECTING CONSUMER PAGE 711 


requirements to be met before an additive can be legally employed or, 
in the case of a standardized food, before consideration will be given 


to amending the standard. 


The first of these relates to whether or not the substance is harm 
less. If it is not demonstrated to be harmless, the other three do not 
require consideration. When | say harmless, this is of course a rela 
tive expression and must be related to the quantities to be used not 


only in a particular product, but with the over-all use in other foods. 


The next qualification involves justification for the use of the 
product in the interest of the consumer. In other words, there must 
be given some good reason why the consumer will benefit from the use 
of a substance. Here, of course, the factors of preservation, freshness 


color, appearance and palatability become important 


The next involves the ability to provide satisfactory evidence of 
the control of the substance in the manufacture of the product and the 
determination of the quantities to be employed. This is purely a 
scientific control. 


The last requirement to be met is one that is undoubtedly implied 
in the foregoing, but it relates to the concealment of damage or 
inferiority. We would not regard an additive as being desirable if its 
use were merely to permit an inferior article or ingredient to be used 


or if it otherwise concealed damage in the product. 


Administration's Duty of Caution 


There is usually medical and scientific opinion on which the 
department can rely in connection with certain of the requirements 
that I have mentioned. Manufacturers, however, will frequently argue 
that medical and scientific advisers are unnecessarily cautious and that 
progress is halted or delayed by paying attention to fears which are 
often groundless. On the other hand, the duty of the administration 
is clear, and it is felt that it is preferable to be cautious and to require 


that safety is assured beyond reasonable doubt 


In this area, the administration must accept full responsibility for 
consumer protection. It would not be feasible to attempt to elicit a 
consumer reaction, for two reasons. First, it would be uninformed 
and, second, it might very well create apprehension on the part of the 
consuming public which would serve neither it nor the manufacturer 


who is constantly endeavoring to better his product 


\ further area which gives concerns to the administration is the 


way in which an article is presented to the consuming public. This 
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involves packaging, labeling and advertising. I think these steps aré 


sufficiently important and different to be dealt with separately 


New Approach to Packaging Problem 


Under the former legislation, an article was misbranded if the 
package or container was deceptive with respect to size, content or fill 
The new legislation does not, however, deal with this problem in pre 
cisely the same way but rather on the broad basis of deception. The 
administration was in the past concerned with what is often discuss« 
under the heading “slack fill.” There is, however, a growing recogni 


tion that this is not an area which should occupy too much of its time 


There are built-in controls in the development of merchandising 
practices which, to a great extent, avoid unnecessary interference 
Perhaps the most important of these involves the dissatisfaction of 
the customer. The manufacturer incurs a great risk in exaggerating 
the size of his package in relation to its content. No manufacturer 
can survive on the basis of single sales. Repeat business is necessary 
and, therefore, there is definitely a breaking point after which the 
manufacturer defeats his purpose. Competition will also greatly affect 
the trend in terms of extravagant or exaggerated packages and, thus, 
a saturation point is reached. We have found that complaints of 
slack fill do not, as a rule, emanate from the public so much as they 
do from competitors. We will be asked to investigate and perhaps 
take some action with respect to a particular product because a com 
petitor has vigorously complained about it. We maintain a standard 
review of packaging, but are more and more coming to the conclusion 
that we should not become unduly concerned with the size of packages 
in relation to their content. We do, however, feel that regardless of 
whether the package is exaggerated or not, there must be clearly and 
legibly a statement of the net content. We are making every effort 
to educate the public to look for the statement of content as being the 
one assurance on which they can rely as to value in terms of quantity 
If the consumer, therefore, has regard to the statement of content, it 
becomes a matter of choice based on value as to whether the package 
be slack-filled or full to the top. We recognize that it is difficult to 
resist the appearance of a larger package which often sells for a lower 
price than one on a nearby shelf. An examination, however, of the 
net-content legend will very often show that the smaller package 
which sells for a higher price provides more of the article. Rather, 


therefore, than try to limit the manufacturer’s ingenuity in attractive 


or eye-catching packaging, we feel the important thing is to educate 
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the public to look for the net-content legend. I think, theretore that 
[ am properly interpreting our present thinking when I say that the 
administration is greatly relaxing its traditional screening on the size 
of packages and is disposed within reason » limit » leave this 


pretty much up to manufacturers. 


Speaku r ab protecting the public from slacl 


‘ 
~ 


mind somethi 


vy that happened to me a fe 
shipment of candy brought in from En; 
candies were wrapped and packaged in pound 
ing 160 ounces 
weighed 

ind the del 
ate warning 
is package is sla 

iat this should meet 

nowing whether 

al experience | 
ufacturer rather 
| preset ted my W 


he label and to tell 


thought to 


some method 


oon The next 
protected, but tf 
f such protection or 
Manufacturers 


’ 
v words 


i 
in article competitively 
o keep a watchful eye on 


outright deception and what can be ignored as perhaps 


stituting “puffery” which should be discernible tis in thi 
sd 


perhaps the greatest difficulties arise and we sometimes run 


by traditiona 


of ridicule | observance of concepts which 


changed over the years The problems which concern us 


are numerous 


There is the use of the factual statement but in a dishonest con 


text. There is the use of a factual statement in what I think can be 
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described as a non sequitur and sometimes noninformative context. 
There is the use of an openly dishonest statement. Last, there is the 
prostitution of words and phrases. 


As regards the first, | came across a report of a case that was 
decided in England in 1902 which, I think, provides a good illustra 
tion of a factual statement but in a dishonest context. The case dealt 
with the sale of butter which was adulterated by excessive moisture 
Butter traditionally contains not more than 16 per cent of moisture 
and 80 per cent of butterfat, with the balance made up of other solids 
The defense offered in the case was contained in a notice prominently 


displayed in the shop, in the following terms: 


Pearkes butter as sold in this establishment is choicest butter blended wit! 
English full-cream milk by new and improved machinery whereby it contains 


j 


about 20% to 24% of moisture and acquires that delicacy of flavour which has 
made Pearkes butter so famous 


While, for reasons which I hope are apparent, I was not able to 
try Pearkes Butter in my home, I did come across a rather interesting 
illustration of something of the same principle in my home a short 
time ago. My daughter, who is slightly weight-conscious, insists upon 
a partly skimmed milk. Her preference is for a brand which has 
printed on the carton an elaborate description of the development over 
some ten centuries of patient breeding of a type of cow producing a 
milk of high butterfat content. In view of the fact that the milk is 
skimmed to 2 per cent, the elaborate historical legend of the butterfat 
of the cow in question is pretty much of a non sequitur. This could 
be regarded as permissible exaggeration in a non Sequitur context 
because the information is given to the consumer and, if the legend 
makes the article more attractive, no real harm or deception has 


resulted. 


By the same token, there is the dietary bread which yields less 
calories than other bread if cut into 18-gram slices. I hope every 
housewife knows exactly what an 18-gram slice looks like 


The next illustration also involves a factual statement, but in a 
context which is not likely to be wholly informative to the consumer. 
I refer to claims made for the nutrient value of certain products when 
consumed with milk. Such advertisements usually give a lengthy list 
of named vitamins and their values, but seldom indicate the propor- 


tion of the nutrient yield that is derived by the addition of milk and 


the proportion which the product itself contains. Here, while no 
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harm results, it is an open question of whether the sale of the product 
would be affected if there was a complete breakdown of the nutrient 


yield of the milk in relation to that of the product 


It is unnecessary to give an illustration of a dishonest statement, 
and the next illustration involves what we regard as the prostitution 
of a word. The word “instant” provides a case in point. An “instant,” 
while a relative expression, is not as a rule suggestive of the passage 
of 15 to 20 minutes. With the fad, however, to develop preparations 
that can be prepared in a twinkling and with no cooking or supervi 
sion, the word “instant” has gained in popularity as being descriptive 
of a product that can be prepared instantly in the traditional sense to 
one that requires anywhere up to 15 or 20 minutes. The administra 
tion has not taken any objection to this because it has been felt that 
the matter will eventually cure itself and that the consumer is mean 


while not prejudiced in any way 


| think the decision not to become involved was a wise one, but 
in this connection | am reminded of another instance where | think 


the administration exerted a considerable amount of effort wholly 


disproportionate to any protection which the public might derive. | 


refer here to the use of the slogan “a quick source of energy” on candy 
bars and other confections. The administration has insisted that this 
should read “a quick source of food energy”; while its efforts have 
been largely successful, | doubt whether the public is conscious of any 
difference between a quick source of energy and a quick source of food 
energy. Certainly, | am not! In consuming a chocolate bar, one 
would conclude that the energy that it provides is not atomic energy 
or solar energy but obviously that given by the product and, if it ts 
food, it would obviously be food energy. Here I think we were over 
zealous and imposed a ruling that was of dubious protection to the 
public but could be irksome to manufacturers 

Turning now to the drug field, the administration considers that 
somewhat different criteria are required because of the dangers in 
self-diagnosis and self-medication in cases where a person should be 
under medical supervision. The administration, however, within the 
necessary limits of protecting the public against worthless nostrums 
and the right of the public to dose itself, attempts to maintain a rea 
sonable position. There are, however, a few areas which I think 


illustrate the position that is taken. 
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One of these involves the present analgesic fad where competing 
advertisements get into hyperbolic descriptions of their products. On 
which I am sure you have all seen is the preparation which is adver 
tised to dissolve twice as fast in comparison with the preparatior 
which dissolves instantly. If “instantly” can mean up to 15 or 20 
minutes, then perhaps twice as tast has some chronological significance 
Our experts, however, tell me that regardless of whether the tablet 
dissolves in two seconds or 30 seconds, it still takes about ten minutes 
to go to work. The illusion of speed is often heightened by the sound 


of jet engines used as background music to the announcer’s voice 


There is also the picture of the European doctor, the white-coated 


give 


friendly physician, a prescription pad, a stethoscope, etc., to 


product some medical and scientific facade. The department, as a rule 
has not become involved in this area beyond shaking a more or les 
admonitory finger from time to time. It is felt that the public is 1 


being injured by such devices and, while the consumption of the pre 


good level of he 


~ 


ucts may be higher than is required to maintain a 
the public should be permitted to engage in its time-honored right 


~ 


treating its own ills. 


On the other side of the coin, however, there are many 

advertisements on which the department will take prompt 

tive action Any product which offers a treatment or cure 
scheduled diseases is dealt with by appropriate action under the statute 
One of the most difficult areas in which to decide the kind and quality 
of protection which the public needs lies in the present weight 
reducing craze. Obesity is a scheduled disease and, under the statute 
no food, drug, cosmetic or device can be advertised as a treatment 
preventive or cure. Strictly speaking, this would prohibit reference 
in advertisements to the use of any such article in this connection 
The department sensibly emphasizes the prohibition in relation to the 
use of drugs, and generally attempts to avoid any interference in 
advertisements of foods as part of a weight-reducing program, pro 
vided no direct claim is made that the product itself will cause weight 
loss. To illustrate, advertisements for bread suggest that in a dietary 
plan the nutritional value should not be overlooked. The same 
technique is used in connection with sugar, and I have even seen it 
used for rum. As regards the alcoholic product, I am sure that every 
one on a diet finds such a recommendation most reassuring. The 


department does not take action if no direct claim is made, but with 
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the cunning language employed this is often ; inction without 
difference We do, however, exercise concern where, as part of any 
program, drugs are indiscriminately provided without al super 
vision and advice 


Devices have not as yet constituted a problem » department 


however, is presently reviewing mechanical cor 


being advertised for weight reduction, to see w 
present which require medical supervisiot1 
exceed those which would appear permissible u 
I will not at this time discuss vitamins 
as, on a former occasion, I outlined the speci 
ment had promulgated for vitamin claims. It 
say that the department’s concern within the li 
claim is to insure claimed potency. Putffery in 
multiple or supermultiple vitamins is not so ob 


the possible value of a dietary supplement 


Built-in Control of Cosmetic Claims 


But for the fortunate fact that decepti 
statute, the last area would involve cosmetics 
is safe for use under the recommended conditi 
are made are not subject to the act. Here, however 
control in the sophistication of the public due to 
claims to which it has been conditioned. More 
are either becoming innocuous or are founded on some possible result 
In either case no harm results, and the administration is spared the 
dificult and thankless task of attempting to protect the public from 
claims upon which, to some extent, the sale of cosmetics depends 

| hope that what | have said and the examples given will indicate 
something of the efforts made by the administration to discharge its 
responsibility in the interests of consumer protection but wi 
either paternalism or interference with honest manufacturing and 


chandising practices 


Why Regulation Is Necessary 


There will be some who will contend that regulatory controls are 


t 


excessive, if not unnecessary, and that manufacturers of their own 
responsibility will observe the criteria which have been established by 


the statute. In the light, however, of our experience, we would not 


a 
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be so naive as to accept this. Our experience has indicated that regu 
lations and controls are necessary to bring about a common denomina 
tor of honesty and fair dealing. One is impressed by the differences 
in merchandising practices in countries that do not have similar con 
trols. While in the West Indies last winter, I was struck by the 
difference between the food and drug advertising in the local press and 
that which would be published in Canada. Claims were made by 
responsible manufacturers which would not be attempted in my 
country. If it were not for the type of control which the administra 
tion attempts to provide in the interest of the consuming public, it 
would not be long before the situation here deteriorated to the level 


of that which is, unfortunately, accepted in many other countries 


I hope that I have sufficiently described and illustrated our policy 
to show that we conscientiously attempt to carry out our difficult and 
often-undefined responsibilities to the consuming public with but a 
minimum of interference to good merchandising. We do not feel, as 
does General Bullmoose, that what is good enough for us in good 
enough for everybody. We are ordinary people doing an unpublicized 
and frequently unrewarding job. Many of us could wish that the old 
slogan “if you are not satisfied, tell us, but if you are satisfied, tell 
others” could be applied to our efforts. As regards the first part, we 
suspect that it is strictly applied, but there is grave doubt as to 
whether the good, conscientious work that is done by the administra 


tion is fully understood or appreciated by the public which it seeks 


to protect. 


While I cannot say that our old Egyptian friend was wrong, | 
hope that what I have said—even if it has been said before—brings to 
our attention a problem which should be of common concern to manu 
facturers, distributors and the administration, to say nothing of the 


consuming public. [The End] 


DRUGS SOLD BY DOCTORS MUST BE 
“PRESCRIBED” 


It is illegal for a physician to sell or dispense dangerous drugs un 
less he prescribes them for legitimate medical reasons, the Food and 
Drug Administration has pointed out in reporting convictions of three 
Los Angeles doctors. Charges of conspiracy to violate the federal food 
and drug law were proved against the doctors, FDA stated in its monthly 
press report. 

The three were indicted on 20 counts of selling barbiturates and 


amphetamines without prescriptions 





Product-Liability Warranties 


Implied, Invented and Imaginary 


By WALLACE E. SEDGWICK .. . Who Addressed the Annual 
Meeting of ABA's Division of Food, Drug and Cosmetic Law in 
Los Angeles on August 26. He Is a San Francisco Attorney 


N° LITIGATION in the personal-injury field in recent years has 
1 aroused so much interest as the so-called Cutter cases. The 
factual aspects are dramatic, the legal questions are novel and challeng 
ing, and the importance of the eventual decision to the progress of 
medicine is vital 

To the medical researcher, the virtual imposition of absolute lia 


bility through the extension and novel application of traditional 


legal 


implied-warranty doctrines warns of the existence of a new leg: 
roadblock to the progressive development of medicines, drugs and 
techniques. To the practicing physician such application of the 
doctrine is of similar concern should it imply the existence of liability 
where new treatments fail or produce unusual side effects. To the 
manufacturer of any product and to all those who deal with its subse 
quent handling, these cases may require a reappraisal of the extent 
of warranty liability not merely where the product causes some 
harm, but also where it fails to perform as expected. It is the com 
bination of these elements which renders the eventual decision in these 
cases of such general public interest. 

While time does not permit a discussion of the manifold issues 
involved, I should like to comment briefly upon the rejection of the 
traditional requirement of privity of contract involved in the two 
Cutter cases which have been tried and are now on appeal 

The sequence of sale and resale was from the manufacturer to 


independent pharmacies which, in turn, sold to private physicians who 


719 
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then inoculated children, and charged their parents for this service 


It was not asserted that any contractual relationship between the 


parties existed. Instead, it was contended that the implied warrant 


1 
1tT1eS 


“ran with the goods” to the ultimate consumer. 
The court instructed the jury 


purpose ot the cases bef 


vas administered, name 


Salli rel: 


Ions! 


it 
direct t! 


varral 
mate 
proxim 
le ret 


Without commenting upon the validity 


within the framework of the particular case, may I suggest 


that the total elimination of the privity requirement seems 


something very basic in the law of implied warranty It 


the fact that unless there is a contractual relationship, that is, pt 


contract between the parties, the implied warranties cannot arise 


The implied warranties of merchantability and o 
for purpose had their origin in the common law, 
early as 1894 in the English Sale of Goods Act 
tion stems our Uniform Sales Act, now the law 
and territories When we examine the Uniform Sal 


ISO! 


that it requires a sale of goods before its provisior 
implied-warranty provisions, are effective 

\ sale of goods is therein defined as an agreement w hereby 
seller tranfers the property in goods to the buyer for a onsiderat 
called the price.”* Basically, the implied warr: 
promises or undertakings which accompany such sales 


versely, have no vitality outside such sales. Because the | ia 
of a direct cor 
tractual relationship between buyer and seller, or their legal successors 


Sales Act codifies and clearly sets out the necessity 


‘Reporter's transcript on appeal, pp See Table III, 1957 Cumulative Annual 
3409-3410 Pocket Part, 1A Uniform Laws Annotated 
2Sale of Goods Act, 56-57 Vict., Ch. 71 * Uniform Sales Act, Sec. 1(2); C 
(1894) Williston Sales (Revised ; Civil Code, Sec. 1721(2 
1948), Vol. 1, p. 1 


alifornia 
; 
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in interest, the existence of this relationship is a condition precedent 
which must be alleged and proved by a plaintiff seeking recovery on 
the implied-warranty theory.® Thus, the act expressly limits the per 
sons who may qualify as plaintiffs, for only the buyer may bring suit 


against his seller for damages for breach of warranty 


It is perhaps difficult for us to think of this contractual relation 
ship or privity of contract as a condition precedent, for writers on the 
subject commonly refer to it as “the defense of lack of privity.” Even 
Cardozo’s famous “citadel of privity’ suggests that it is 
behind which the defendant may retreat rather than an 
element of the plaintiff's proof. However, contractual obliga 
general, by their very nature and definition, bind only those who are 
parties to the contract or their legal successors, and it has always been 
essential to the maintenance of any action on a contract that there be 
a direct contractual relationship between plaintiff and defendant in 


respect to the subject matter of the contract 


This, I believe, is the true reason why the overwhelming weight 
of authority in states which have enacted the Uniform Sales Act has 
insisted upon requiring privity of contract as a prerequisite to implied 
warranty liability [ might note especially that California, although 
regarded as an exceedingly “liberal” jurisdiction, is a part of this vast 
majority, and our leading case of Burr v. Sherwin Williams Company 
is widely cited elsewhere as authority for the continued existence 
of privity 

In this respect it is well to remember the express admonition 
the Uniform Sales Act in all jurisdictions where it is effective 

This Act shiz © interpreted and constrt 
purpose to make uniform the laws of those states whi 


Under the new Uniform Commercial Code, which seeks to modern 
ize the Uniform Sales Act, the traditional privity requirement has 


been only slightly amended. The rule is there relaxed to allow 


recovery against the seller by anyone in the family or household of the 


buyer, including a guest, if it is reasonable to expect such person will 


5’ See Dickerson, Products Liability and Ultramar Corporation 
the Food Consumer (1951). pp. 105-107 N. Y. 170 174 N. E. 441 
Jeanblanc Manufacturers’ Liability to *42 Cal ) 682. 268 Pa 
Persons Other Than Their Immediate Ven- (1954) 
dees."" 24 Virginia Lau Revieu 134 *Uniform Sales Act. Sec 
146-148 (1937) note 16 Cornell Lau Civil Code, Sec. 1794 Sex 
Quarterly 610 (1931) note 40 Harvard son, 25 Cal. (2d) 506. 512 
Law Review 886, 887, note 3 (1927) 703, 106 (1944) 

* Uniform Sales Act, Sec. 69(1)(b); Cali- 
fornia Civil Code, Sec. 1789(1)(b) 
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have some connection with the goods.*® This still requires a direct 
sale from seller to buyer. No right to sue a remote manufacturer is 
given. It is noteworthy that an originally drafted provision in 1949, 
which would have removed the traditional privity rule in cases of 
indirect sales by manufacturers to remote consumers,"' was rejected 
by the drafters in favor of the less radical change. 

It need hardly be emphasized that the drafters of this section of 
the Uniform Commercial Code are the leading authorities in the United 
States in the field of sales. In addition, the various drafts of the code 
were considered by a committee of this section of Corporation, Bank 
ing and Business Law, and the completed code was approved by th 
House of Delegates of the American Bar Association \s far as 
these gentlemen are concerned, it seems inaccurate to say that there 
is anything like a strong tide in this country for the abolition of the 
privity requirement. 

[ am not unaware that there are cases—particularly California 
cases '*—which have in recent years held that the privity doctrine is 
eliminated in the case of food. This, of course, is distinctly a minority 
14 


view I am also aware that there is language in the case of Rachlin 


v. Libbey-Owens-Ford Glass Company saying that there may be an 


exception to privity where medicine is involved. This inadvertent 
dictum has been referred to several times since,’® although no drug or 
medicine case has followed it. My own research discloses absolutely 


no basis for the inclusion of the latter products in the limited excep 


tion; contrariwise, the reported drug cases’ universally insist upon 


the requirement of privity and, as | will suggest in a moment, there 
are sound reasons why medicines and drugs should not be lumped 
together with food in any such violent alteration of warranty principles. 


” Uniform Commercial Code, Sec. 2-318 "96 F. (2d) 597, 600 (CA-2, 1938) 
™ Uniform Commercial Code (May, 1949 “See Klein v. Duchess Sandwich Com 
Draft), Sec. 2-318 pany, cited at footnote 13, at p. 277, and 
"= Uniform Commercial Code, Comment Coca-Cola Bottling Company of Puerto 
p. 9 Rico v. Hiram Negron Torres, CCH Food 
“’ Klein v. Duchess Sandwich Company, Drug Cosmetic Law Reports { 22,548, 255 
14 Cal. (2d) 272, 93 Pac. (2d) 799 (1939) F. (2d) 149, 151 (CA-1, 1958) 
Vaccarezza wv. Sanguinetti, 71 Cal. App " Russo 1 Merck @ Company, 138 F 
(2d) 687, 163 Pac. (2d) 470 (1945); Ritchie Supp. 147 (DC R. L., 1956): Wechsler 
v. Anchor Casualty Company, 135 Cal Hoffman-LaRoche, Inc., CCH Food Drug 
App. (2d) 245, 286 Pac. (2d) 1000 (1955) Cosmetic Law Reports { 22.240, 198 Mis« 
™ Williston, Sales (Revised Ed 1948), 540, 99 N. Y. S. (2d) 588 (1950): Dumbro 
Vol. 1, Sec. 244 and notes 12-13. See cases v. Ettinger, 44 F. Supp. 763 (DC N. Y 
cited in Wilson, ‘‘Products Liability."’ Pt 1942). 
I, 43 California Law Review 614, 645-647 


(1955) 





PRODUCT-LIABILITY WARRANTIES PAGE 723 


However, the point | would make presently is that where privity 
is discarded we are no longer proceeding under the Uniform Sales 
\ct or, indeed, upon a contractual theory at all. Consequently, where 
liability is imposed without privity, it inevitably must be imposed 


upon the basis of tort theory. 


Disagreement as to Basis of Liability 

In examining legal theories in practice as they appear in recent 
product-liability cases, it is apparent that judges cannot agree as to 
whether the basis of lability les in contract or 1n tort \s a general 
proposition, it seems that either set of principles may be applied, 
depending upon which best fits the circumstances of the particular 
case. What is more, the fact that a cause of action may be expressly 
based by the pleader in warranty will apparently not deter the court 
from deciding the case on pure negligence grounds." 


[ feel there is a tendency to forget that there exist substantial 
bases of lability in these product-liability cases wherein privity of 
contract is not a requirement, and proof of such liability need impos 
no insurmountable barrier to a proper claimant. Of course, I refer to 
the fact that even outside the implied-warranty field there remain the 
theories of negligence, negligence per se, misrepresentation or deceit 
and ultrahazardous activity. Unfortunately, we often find that these 
theories are confused with the implied-warranty basis of liability, and 
particularly in those warranty cases wherein the court has criticized 
or abolished the privity requirement. In most of these cases the cause 
of action sounds in negligence or misrepresentation, with these tort 
theories simply dressed up in warranty clothes 

This is particularly apparent in connection with the so 
exception to the privity requirement in the “food” cases, where it 


eems fair to state that the vast majority of decisions are talking abont 


negligence while using warranty terms. I would suggest that the 


foodstuffs exception to the privity requirement is fundamentally a 
judicial recognition of the obvious fact that where a mouse or human 
toe or particle of glass or arsenic has found its way into prepared food 
or drink, someone in the chain.of preparation has not used the stand 
ard of care which society can expect from such persons. It would 

‘See. for example, the language in the thority for treating actions of this kind 
recent Michigan Supreme Court opinion based upon implied warranty by manu 
in Spence 1 Three Rivers Builders 4 facturer as thougl they were 


Masonry Supply, Inc., 909 N. W. (2d) 873 grounded upon negligence 
878 (Mich 1958) there is au 
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seem neither necessary nor desirable to torture warranty concepts in 
order to produce liability in such situations wherein traditional negli 
gence standards are adequate to deal with these bizarre happenings 
Yet some judges, like the Michigan court in the case of Hertzler 
Vanshum,”® involving wheat flour containing arsenate of lead, seem to 
take pleasure in forcing a merger of various theories, often in a single 
sentence: 

The implied warranty . is in the nature of a representation that 
highest degree of care has been exercised, and a breach of such duty inflicti: 
personal injury is a wrong in the nature of a tort, and not a mere breac! 
contract to be counted on in assumpsit . Plaintiff's case, in its last analysis, 
is bottomed on negligence 

In another category of cases, which may be called misrepresenta 
tion cases, there would also seem no necessity of a demonstration of 
privity. Here the injured party is claiming reliance upon an express 
representation which reached him in the form of advertising or sales 
literature or via the manufacturer's label. If, in fact, the product has 
failed to perform as advertised, it would appear that the tort concept 
of misrepresentation is being relied upon although the action may be 
brought in warranty terms. An example of this is our California case 
of Free v. Sluss,*® involving a soap package which contained a printed 
guarantee of quality. It was held that this guarantee reached from 


the manufacturer beyond the dealers to the ultimate user 


It is, therefore, legally and socially unnecessary to confuse wat 
ranty concepts with other theories whereby liability may be imposed 
in the case of allegedly defective products. Traditional negligence 
remedies, as expanded in scope by recent judicial decision, appear to 
be more than equalizing the position of the injured party in this field 
Those who have been following the development of the application of 
res ipsa loquitur in California know that the liberalization of this 
doctrine has done much to assist the plaintiff in meeting his burden of 
proof and to require the defendant to come forward with explanatory 
evidence. In view of such developments there seems little reason to 
destroy the entire basis of warranty liability by the piecemeal aboli 
tion of the privity requirement in the case of selected products. Such 
destruction not only does unnecessary violence to an established legal 
principle, but is also in effect but a disguise for those who would sub 
stitute vague notions of “public policy” for the traditional logical 


function of the law. The problem is that “public policy” is not a legal 


3° 298 Mich. 416, 423, 200 N. W. 155,  ™87 Cal. App. (2d) 933, 197 Pac. (2d) 
157 (1924). 854 (1948) 
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standard at all, but is simply a judicial conclusion hinging upon an 
emotional reaction to the immediate fact situation \ resort to a 
vague, undefined “public policy” is a use of the “seductive cliché” and 
is remarkably similar to the resort to “patriotism” or “motherhood” 
when all other arguments have failed. 

To the practicing lawyer, the distinction between contractual and 
tort theories is one of crucial importance, for as lawyers | believe we 
can agree that this is an uncharted area where purity of legal develop 
ment is a matter in the public interest. If liability without fault 1s to 
be imposed in these product-liability cases, the basis for the imposition 
of such lability should be clearly stated. Judicial decisions in this 
field should rest upon a solid foundation of legal theory whereby a 
degree of predictability may be available both for the practitioner and 
for the manufacturer whose management decisions may in a large part 
be guided by an evaluation of these liabilities. For example, in the 
pharmaceutical industry where medical advances place newly developed 
products on the market, with the accompanying risk inherent in those 
products, management would certainly re-evaluate its position if held 


to an absolute insurer's liability. 


Dr. Austin Smith, editor of the /Journa 


Association, recently wrote 
in the Cutter case] a step] 
may no longer take a 
inwilling to try then 
tors may become atraid t 
I 


] 


} 
may develop unexpectedly 


\nother recent editorial ** states 

harmaceutical research has come to a ! road ; which mant 
turn 
’ 


overnment must make a decision as to which way it w 


. 
$127 million—this year’s pharmaceutical manufacturers research bu 
National Institute of Health’s $219.2 million a I 


' 
he Congress tor approval | 


propriation in the 
budget he manufacturers 
bud 1 1Or 


is TO thei wn selected projects, while the N l H funds are allocates 
cancer, mental, heart, arthritis, allergy, neurology, dental and general. All of thes« 


A | 
health research projec are hanging on two little words—“Implied Warranty 


[ would suggest that the confusion of tort and contract theories of 
warranty resulting in “liability by public policy” is peculiarly undesir 
able in the case of medicines and drugs. The imposition of absolute 
liability which would result therefrom can have none of the accident 

* Letter from Dr. Austin Smith to Dr # Editorial, Central Pharmaceutical Jour 
J. C. Geiger, former Public Health Officer nal, June, 1958 


City and County of San Francisco, State of 
California 
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prevention effect which might be expected in other industries. One 
often reads, particularly in the foodstuffs cases, that “public policy 
demands that responsibility be fixed wherever it will most effectively 
reduce the hazards to life and health inherent in defective products 
that reach the market.” ** This presupposes that the manufacturer 
can take measures to prevent a recurrence of the injury 

The pharmaceutical industry’s production is already subject to 
the strictest regulation not only by state and federal legislation and 
inspection,** but also by the traditionally exacting standards which 
these manufacturers impose upon themselves. Salk vaccine was pro 
duced under most advanced medical and scientific techniques of the 
time. The pharmaceutical manufacturers could have done nothing 
more to raise standards and safety tests—thus, imposition of warranty 
liability would obviously be no stimulus to adoption of higher standards 

\gain, there is the physical impossibility of imposing absolute 
criteria of purity in the case of drugs, which, by reason of their very 
nature, may contain substances having unfortunate and inescapable 
adverse effects upon the very persons whose lives they may well save 

In the words of the Surgeon General of the United States Publi 
Health Service: *° 

Throughout the history of medicine and public health most advances 
been made step by step, with each new and unforeseen obstacle overcome 
encountered. This has always involved a certain amount of risk, trial anc 
discovery of new knowledge in production and clinical use, and resumpt 
forward movement. As in all scientific and medical endeavor we must 


potential benefits against possible hazards 

In the typical food, drug and cosmetic act there is a substantial 
difference between the statutory definition of an adulterated food and 
that of an adulterated drug.** Typically, a food is adulterated if it 
contains a substance which is deleterious to health, but this broad 


definition is omitted in the case of drugs. A drug is adulterated only 


if it fails to meet accepted pharmaceutical standards. This is a tacit 


recognition that many valuable drugs may contain substances of 


See Justice Traynor's concurring opin- * Public Health Service Technical Report 
ion in Escola v. Coca-Cola Bottling Com on Salk Poliomyelitis Vaccine (June, 1955) 
pany of Fresno, 24 Cal. (2d) 453, 461, 150 p. 88 
Pac. (2d) 436, 440 (1944) “In the California act, which is typical 

‘Federal Food, Drug, and Cosmetic Act food shail be deemed adulterated If it 
52 Stat 1040-1059 (1938) See Salthe bears or contains any poisonous or dele 

State Food, Drug and Cosmetic Legisla- terious substance which may render it in 

tion and its Administration."’ 6 Law 4 jurious to health’’ (Health & Safety Code 

Contemporary Problems 165, 167 (1939), Sec. 26470), whereas a drug is adulterated 

four summary of state legislation in this only if it fails to meet accepted pharma 

field ceutical standards or the professed stand 
ards under which it was sold (Health & 
Safety Code, Secs. 26230, 26233) 
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potential injury It is one thing to require that sandwiches contau 
no chicken bones and another to insist that penicillin be totally free 
of potential adverse effect before it can be marketed without fear of 


the imposition of warranty liability 


Legal Confusion—Cause of Uncertainty 


Among Manufacturers 
The continued assault upon the basic requirement of privity of 
contract as a condition precedent to the imposition of warranty lia 
bility evidences a lack of understanding of the essentially contractual 


nature of the warranty cause of action. The resultant legal confusion 


in this field bids fair to induce not just lawyers’ headaches, but a 
real uncertainty among manufacturers concerning the extent of thei 
potential liabilities 

Finally, insofar as the threatened abolition of privity evidences 


a trend to employ the whole warranty concept as an instrument of 


public policy, I would suggest that the evidence does not show the 


necessity for such a step. Shall a pharmaceutical manufacturer be 


held strictly liable for injuries which the most advanced science and 


technology of the time could not have foreseen or prevented 


It has been noted 

Will the 1: rove to be that rigid, that unrealistic, that destri 
product is properly made, contorms to the highest attainable 
strength, quality and and is adequately labeled for professional 


is it subject to an implies arranty, that there is no possibility of its ever meet! 


ith an adver nothing 


»ssibilitvy may 


We hope n 


ssible of achievement 

The number of theories of recovery open to a claimant's counsel! 
in this field is limited only by his ingenuity. The choice of weapons 
is already with the plaintiff; the needs of justice do not require that 


the defendant be totally disarmed 


Conclusion 
In the event the privity requirement were abolished in drug cases, 
what would some of the effects be? 
First, this would be a judicial repeal of an important part of the 


Uniform Sales Act. Even assuming for the sake of argument that 


See Merck & Company v. Kidd, CCH 242 F. (2d) 592. 595 (CA-6, 1957). cert 
Reports © 85,173 den., 78 S. Ct. 15 (1957) 


Food Drug Cosmetic Law 
* Drug Trade News, May 19, 1958 
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privity should be abolished, any: departure from. the overwhelming 
weight of authority should be left to legislative action.*® Clarification 
by statute is certainly preferable to piecemeal determination by judicial 
decision. 

Second, overthrow of privity means repudiation of the contractual 
basis of liability. What is the new basis of liability if the contract 
theory is gone’? If, as in the Salk-vaccine cases, negligence as a basis 
is expressly ruled out, the only other possible foundation is “public 
policy.”” How do you define it? What does it mean? Is this the 
way to achieve predictability and stability and purity of development 
in the law? 

Third, once the essential element of privity is eliminated in suits 
against the strictly regulated pharmaceutical industry, there seems to 
be no reason for not eliminating it in all suits against any manufacturer, 
regardless of product. 

Fourth, the practicai result would be the imposition of absolute lia 
bility upon the remote manufacturer. In the drug industry, this would 
be disastrous in the real sense—the public has an interest in obtaining 
newer and better drugs as soon as the potential benefits outweigh the 
inherent risks. The risk aspect has always been present, but society 
has always willingly accepted this in return for medical progress 
Accordingly, if drug manufacturers can be held liable without fault, 
research undoubtedly will be harnessed and new products will be 
released slowly and hesitantly. 

During the last few years I believe that I have come to know the 
pharmaceutical industry well enough to sum up how the entire 
industry feels regarding its liabilities. It wants the laws to be 
interpreted fairly for both the consumer and the manufacturer. If a 


manufacturer is careless or negligent, the industry should accept 


responsibility. If for any reason a product is not properly manufac 


tured or tested, there should be liability for any harm that results 
But where a product is manufactured without negligence, is properly 
developed and tested in accordance with the best scientific knowledge 
then available, and fully complies with all applicable government 
regulations, a manufacturer should not be held liable solely by applica 
tion of the doctrine of implied warranty. [The End] 

*” See, for example, the language in Cosmetic Law Reports 22,403, 112 Atl 
Deshotel v. Atchison, Topeka & Santa Fe (2d) 701 (R. I., 1955): Smith v. Salem 
Railway Company, 50 A. C. (No. 18) 601, Coca-Cola Bottling Company, Inc., 92 


605-606, (1958) Lombardi v. California N. H. 97, 25 Atl. (2d) 125 (1942) 
Packing Sales Company, CCH Food Drug 





CHRISTOPHER 


COMMENTS 





Thomas W. Christopher is visiting professor at the University of California 
Law School, at Berkeley. 


Slaughter Act.—The recent Congress enacted the Slaughter Act,’ 
which will have importance for the meat industry and will be of inter 


est to students of the powers of the federal government to regulate 


The act first declares it the policy of the United States Govern 
ment that handling and slaughtering of livestock shall be carried on 
only by humane methods. Such a declaration of policy, of course, may 
have effects beyond the statute. 

The act then sets out what is meant by humane slaughter: 

single blow or gunshot or an electrical, chemical or other means that is rapid 
and effective, before being shackled, hoisted, thrown, cast, or cut 

It also states that slaughtering in accordance with the ritual 
requirements of the Jewish faith is proper. 

Next, the statute provides that the federal government is to take 
account of this public policy “in connection with all procurement and 
price support programs and operations.” After June 30, 1960, all live 
stock products purchased by the United States must meet the humane 
slaughter standards and must come from plants where such methods 
are used. Thus, it is not enough that the plant slaughter humanely 
as to government meat; it must so slaughter as to all meat 

The Secretary of Agriculture is authorized to issue regulations 

Normally, one thinks of federal authority to regulate as coming 
from the commerce or taxing powers, since the national government 
has no “police power” as such, Also, such authority may come from 
the treaty power. In recent decades, the spending power and the 
power of investigation have been used as indirect sources for regu 
lation. 


(Continued on page 736) 
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Edited by BERNARD L. OSER 


Director, Food and Drug Research Laboratories, Inc. 


Editor's Comment: The following article was prepared by Dr. F. A. 
Denz of the Toxicological Research Unit of the Medical School, 
Dunedin, New Zealand, who visited the United States this past sum- 
mer. He was guest speaker at the Gordon Research Conference on 
Toxicology and Safety Evaluations at Meriden, New Hampshire, fol- 
lowing which he toured the country, visiting many of the leading 
toxicological laboratories. 


Dr. Denz is well known as the coauthor of an important critical 
paper in this field entitled ‘Experimental Methods Used in Deter- 
mining Chronic Toxicity,"’ 6 Pharma. col. Rev. 191 (1954), and his 
frank comments on the toxicological scene, solicited by Food Drug 
Cosmetic Law Journal, will make interesting reading. 


Impressions of the Toxicological Scene 

These are the solicited comments of a toxicologist visiting the 
United States for the first time. The visit was made during August 
and the first two weeks of September of 1958, and included attendance 
at the Gordon Research Conference on Toxicology and Safety Evalua- 
tions and visits to university departments, research laboratories in 
chemical industry, and commercial laboratories concerned with chronic 
toxicity testing. The views expressed here will inevitably be super- 
ficial, but they compensate by being uninhibited and individual. It is 
hoped that friends made during the visit will not be alienated by any 
criticism of the scene of their labor. 

Present Status of Chronic-Toxicity Test—Before any criticisms are 
advanced of the chronic-toxicity test and the administration of the 
Federal Food, Drug, and Cosmetic Act, it should be made clear that 
these criticisms will be of an established, official and even entrenched 
position. The established practice in the United States of setting 
permissible limits based largely on the chronic-toxicity test is being 


730 





copied abroad, and it must be admitted that regulations in other 


} 


countries rely for the main part on permissible limits accepted in the 
United States. It must further be admitted that this practice has been 
accompanied by the safe use of insecticides and food additives both in 
the United States and abroad. This success of the Food and Drug 
\dministration is reflected in the respect in which it is held abroad, 


and must be weighed against any criticism of its practices 


The chronic-toxicity test has come to its present flowering in the 
United States, but it is not so earnestly cultivated or admired else 
where. With the United States its position is likely to be confirmed 
by the 1958 amendment to the Federal Food, Drug, and Cosmetic Act 


lt was rather surprising to find that the forces for the retention and 


consolidation of the chronic-toxicity test, while including the FDA 


were by no means confined to it. Toxicologists working for chemical 
firms were more critical of requests for departures from a standard 
procedure than they were of the actual test. In general, it appeared 
that firms were prepared to pay for a chronic-toxicity test provided 
they knew what they were paying for. What was resented and op 
posed was any ill-formulated request for additional data. The com 
mercial laboratories for the main part reflected this attitude of the 


chemical industry 


The greatest proponents of the chronic-toxicity test appear to be 
administrators and legal advisers in industry as well as government 
The difheulty is that safety is not a scientific concept—no scientist 
would ever Say a test proved safety except perhaps in a statistical 
sense. When a scientist is asked to say that something is safe in a 
legal and absolute sense, he ceases to speak as a scientist. The rigidity 
of the chronic-toxicity test is probably imposed more by legal than by 
scientific authority. If the data required for approval varied for each 
new chemical, this might be the best system from the purely scientific 
point of view, but it would produce a difficult situation from an admin 
istrative and legal point of view. In parentheses it can be asked if the 
present situation is any better. The chronic-toxicity test is really an admin- 
istrative procedure with a scientific veneer. Some of the problems arising 
from reliance on this test stem from an overvaluation of the test as a 
scientific method. What must be made clear is the area of scientific 
knowledge in the field of toxicology and the area of extrapolation be 
yond, and this distinction 1s too often blurred when a chronic-toxicity 


test is considered 
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The practice of extrapolating from toxicity data to provide pet 
missible limits for every situation has led to a position where official 
belief or hope is largely divorced from fact. A glance at the established 
exemptions and tolerances for agricultural pesticide chemicals lisited 
in this JOURNAL (July, 1958) will show that these occupy some 41 pages. 
To take a single example, pesticide tolerances in cabbages are estab 
lished for no less than 24 compounds. Does anyone believe that a real 
attempt is made to sample cabbages in the United States and analyze 
them for these 24 compounds to enforce these tolerances’ Similas 
regulations apply right through the vegetable list from artichokes to 
turnip tops and, similarly, through fruit, grain crops and forage crops 
[It can be asked if there is the analytical manpower in the United States 
to police this act. Even if sufficient men of appropriate training and 
ability were available, they would probably be wasted on such a task 
The writer holds to the old-fashioned idea that a law should not be 
promulgated if it cannot be enforced, and feels that in the matter of 
permissible limits in foodstuffs, the mantle of the sorcerer’s apprentice 
has now fallen on the Food and Drug Administration 

Present Trends in Toxicity Testing—In view of the arbitrary 
nature of the chronic toxicity test, its most remarkable characteristi 
is its stability. It has not changed appreciably since it was formulated 
in 1949. 

One interesting development in the laboratories of the FDA is the 
prolongation of toxicity tests of a number of compounds, with dogs 
to cover a seven-year period. Once one accepts the principle of life 
span experiments, there is an appalling logic about this development 


Metabolic studies have now entered the field and are there to stay 


They have infiltrated partly from the active field of drug metabolism 


and partly from the pesticide field. There is a growing dissatisfaction 
with the existing knowledge of the fate of food additives in the body, 
and both the FDA and its advisory councils are now asking for 
metabolic and biochemical data, and some chemical firms are initiating 
work themselves. 

At the present time there are some signs of strain as far as the 
chronic-toxicity test is concerned, and these become more evident 
when there is a clash of opinion over the interpretation of results. The 
main causes of disagreement between the FDA and the chemical 
industry appear to be compounds intended for use in bread and ma 


terials appearing as residues in milk. That the official attitude toward 
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chemical residues in bread, milk and water should be conservative 1s 
understandable. When independent committees come to advise the 
FDA on further biological tests of safety for these materials they have 
sometimes recommended experiments requiring an entirely new ordet 
of technical competence and which might take some years to complete 
\t the same time, toxicologists in industry do not seem to have had 
anything better to put forward. This deadlock is revealing. It shows 
that, when faced with the well-known problems of species differences 
in susceptibility, of the significance of positive and negative findings 
in toxicology and of the validity of safety margins, neither party sug 
gested a practicable and immediate experimental solution to thei 
problems. It must be confessed that the writer of these impressions 


was not much help either. 


Other difficulties in interpretation are arising, particularly in the 
held of carcinogenesis. Many compounds that have in the past been 
regarded as comparatively innocent are becoming incriminated as 
causing cancer in the liver of some strains of rats. The rat 
pears to be particularly susceptible to sarcoma following the intra 
muscular injection of a considerable range of materials. This peculiar 
susceptibility of rats is providing a fruitful field of controversy between 
cancer research workers and toxicologists. The amendment on carcino 
genesis to the 1958 bill amending the Federal Food, Drug, and Cosmetic 
Act is likely to raise acutely the difficulties of interpretation of the ex 
perimental production of tumors in the rat 

These difficulties are clearly recognized by toxicologists in the 
different camps, and are discussed freely and amicably. Considering 
the importance of the issues to both the FDA and chemical industry, 
the preservation of the present friendly relations is a tribute to the tact 
and understanding of all parties. But the situation is not going to get 
any easier, and the writer considers that the answer to these difficult 
questions will not be found in any minor modification of the chron 
toxicity test, but only by fundamental research that is not tied to the 


immediate problems of either chemical industry or official administration 
Influence of Current Legislation on Toxicology.—Here. some of the 
consequences of having a rigid toxicity-testing system will be considered. 
One consequence of the system is to provide a brake on the de 


velopment of pesticides and food additives. The cost of the chroni 


toxicity test is formidable—figures of $100,000 to $200,000 are quoted 


freely. Many small organizations cannot be expected to face the cost 
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of this test and they may, on this count alone, be eliminated from the 
field of pesticide or food-additive development. This situation is not 
without its dangers. 

(Another feature of the toxicity-testing situation is the burial of 
protocols. The general practice, among scientists, of publishing their 
results in open literature is a diminishing one among toxicologists. One 
reason for this is that chemical firms quite often do not wish to disclos« 
their interest in certain groups of compounds. The fact that a firm is 
prepared to pay for a chronic-toxicity test on a particular compound 
might be most revealing to its competitors. There are, obviously 
other factors involved in the failure to publish toxicological findings 
and the combined effect is that toxicology is now very much of an 
iceberg, with most of the data hidden from sight. This is not a healthy 
situation, and there is some evidence that this malaise is recognized in 
the formation of the Toxicological Information Center under the 
National Research Council and in the production of a new journal 
specifically for toxicological data. It is also revealing that there is 
some apprehension over the professional status of toxicologists, and this 
may be reflected in their present relations with the American Pharma 
cological Society. 

\ point that is often discussed is the influence that the present 
reliance of the FDA on the chronic-toxicity test has on the extension 
of metabolic, biochemical, and other studies. The example of the 
organophosphorus compounds is often quoted. The outstanding bi 
logical activity of these compounds is the inhibition of cholinesterase 
and this provides a most sensitive index to toxicity. In practice, tolet 
ances for these materials are usually based on the effects of different 
doses on cholinesterase levels. In addition to the use of this extremely 
sensitive index of toxicity, the FDA requires a full chronic-toxicity 
test, and this unqualified requirement does not always appear rational. 
Any firm introducing a new compound is likely to be deterred from 
doing biochemical and other studies if it is already committed to a 
full toxicity test. 

A distant view of the situation in the United States encourages 
the belief that the chronic-toxicity test swallows up many of the best 
research workers, to the detriment of the more valuable scientific work. 
A closer view considerably modifies this impression. Much of the 
chronic-toxicity work is purely routine, and can be done satisfactorily 


by comparatively unskilled workers. Chronic-toxicity testing in the 
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United States often involves a degree of organization that is surpris 
ing to a visitor. The test may be designed in one laboratory, the 
animals looked after in a second, the pathology done in a third, 
chemical estimations in a fourth, the results returned to the initiating 
laboratory for assessment, and the final report forwarded to the 


laboratories of the FDA for official consideration Some research 


projects in the armed-services laboratories showed a similar pattern 


\ dislike for such formidable organization may be just a matter of 
temperament, but many will feel that this is not the way that the best 
work is done. 


On Future of Toxicology.—There seems to be no shortage of 
} 


scientific problems in toxicology. In addition to those raised by 
pesticide residues and food additives, a whole array of serious prob 
lems arises from the industrial use of atomic energy and from increas 
ing air pollution. The armed services have their own toxicological 
problems that are very real and urgent. Although there appears to 
be money available for toxicological research, especially on a project 
basis, there is a serious shortage of toxicologists, especially in govern 
ment and armed-forces laboratories \ number of factors, general 
among the biological sciences, contribute to this situation 

There was a continual expression in the United States of dis 
satisfaction with the present system of scientific training from the 
school through to the university. There was similar dissatisfaction 
with the terms of employment and particularly with the salaries 
offered to scientists in universities and government departments 
Industrial concerns are at an advantage here because they can offer 
higher salaries. However, in industry there is probably a greater 
restriction on scientific freedom both in the choice and pursuit of a 
problem and in the communication of results than is generally 
admitted. This whole situation is not unique to the United States, but 
is widespread throughout the democratic world. However, it was 
noticeable that there was an almost universal expression of envy of the 
scientific freedom enjoyed by workers of the medical research councils 
of Great Britain and New Zealand. There was the implication that 
there were few organizations in the United States where fundamental 
problems of toxicology could be pursued with equal freedom. Whether 
this is true or not, numbers of younger scientists were critical of the 
present administration of research in the United States, and par 
ticularly of the official fondness for research teams, the project system, 
and the central organization and direction of science. 
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The future of the human race will depend on man’s ability to 
understand and control the many new agents he is introducing and 
which are changing his environment so drastically. Most of these are 
in the proper field of study for toxicologists. The writer feels that 
there is an urgent need for toxicologists. Further, the writer believes 
that any advance in toxicology and, indeed, in any science depends 
on the activity and ability of individual men, and he is not attracted by 
the organized-research-team concept, which only too often looks more 
like a disturbed ant hill rather than the symphony orchestra to which 


it has been so quaintly likened. 


CHRISTOPHER COMMENTS—Continued from page 729 


; 


The Slaughter Act is based on none of these, but rather it gets 
its force from the power of government buying: “If you want to sell 
to us, you must do this.” To a seller who needs or wants to sell t 
the government, the same result is achieved as if there were a positive 
law. 

Regulation by contract in government buying is a powerful tool 


and is to be added to the foregoing list of powers 


VOODOO ISN'T IN THE DRINK—IT'S IN THE STICK! 


On November 20, the Public Health Service issued a warnn 
Haitian voodoo dolls carved from cashew-nut shells and 


country as novelties and beverage “swizzle sticks” (it may no 
people drink but what they stir it with!) can have harmful effects 
persons handling them. The Service said that analysis of the dolls 
vealed that the cashew nut “heads” contain a shell liquid chemic: 
similar to the oil in poison ivy 

Volunteers at the Service’s occupational health field headquar 
at Cincinnati who were tested with pieces of the shell developed blist 
ing skin reactions within 35 to 50 minutes. Possibly even more danger: 
than the cashew-nut heads, according to the Service, are the dolls’ “eyes 
believed to be lethal jequirity beans. It reported that animal tests indi 
cate that one of the “eyes” taken internally by a baby could 
serious illness, and possibly be fatal 

The study by the Service followed a recent allergic outbreak involv 
ing some 50 students in an Atlanta, Georgia high school 

Dr. Harold J. Magnuson, chief of the Service’s occupational healtl 
program, immediately informed the Haitian Embassy of the problem, 
and was told by officials that their government would be asked to stop 
shipment of the dolls to the United States. However, it is believed that 
a substantial number of the dolls have already been sold here 
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